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sftr oRiiu <+)c^|ui iJiJiHy 

3TftR}^ 

24 2001 

wmf^T. 604(31 X- ^ TOm Trmt twr, 1945 ^ afir wl^ ^ 

^ afhr ^rTrm WTTft 1940 (1940 m 23) 

¥^^(T 12 3#r 33 ^ itRtT 'H('=b'l7 % Fnrear afhr iqft^ 4^M4 

(T^T^ f^riTTT) ^ 3#|JJTHI 3t. 834 (.ar), rTT^ 2 3 2000 % 3T4k 

qT7?T % ttTO, 37W4T7TTT, ttfT 2, 7^^ 3, (i) iTF^ 24 2000 a# 

yc=h|[yM w 4T ^ 

3^ rfRte 3^ ^ ^ 3333 3^ ^5T33T 3^ 333]^ 33T ^ 

3TTrft t, 3^ 3T#T 3^7T3Tf3T :pT3 3t4 3^ 9^: 

3^i(r333 3^3fW3R?TT3^25 3T3?^, 2000 3^ 333]^?^ c]^ ^ tj^ eft: 

3#( 3R3TT 3 333 3T?aT fwff % WT 3 ^n3T-3 3M 33^ a#r 
3^13313 33 f^t; 

33T: 3T3, 3T733T 333 a^fcOT 3^ W 12 3#r 33 ^ 33 ^ 33 

3^33#^, 3f^:#r 333^4-^ ^333^1 33^ % 

1945 33 afhr^^K^f3Hr^f<33 33T3tt; ^a7?7T^:- 

1. (i) FT teqf 33 Ff^FcT 313 3 M 3 3#r 33133 (—cfr3]-31- ^?T3ft33 ) 

^333, 2001 tl 

(ii) 11 ^333^, 2003 ^ 3^3 #t/ 


2649 01/2001 


( 1 ) 
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THE GAZETTE OF INDIA ; EXTRAORDINARY 


[Part R—Sec. 3 (i)l 


2. 3#?: WMifl teiT, 1945 (f^5T^ teiT w 

w) % TrTTr-4 Tf ‘strict’ % ^ “3tt4rt 3^ vm 

^sTTDirri 

3. ^tetTf%te*T21^- 


(i) 

(ii) 


^ (4T) Tf 37^^^ (it) 3#r 4(1) 3^ 3^ 44 

4ft4 f^4TT 4T44TI 



(4) ^ M 3Th1^ 44 ^ ‘m ^ ^ 

T^ 3^441 T^ 3T44T TJ^ Pi^lf^d 1^T444 3T2T4r 4tt 3^PT WR ^ 
4444 t; f^T4^ ^ ^ % 4^ ^i44T44T 4114444 OT 4*4441; 31^1^4 
3fM4 lM44hjr 4^14414 ^ 3TtT 4^ ^ Tt 444 4T14444 3;i^)f^ 

3ft4W ^ 44 ^144^, 


(4) Tf^T^^t444 44 441*444 ^ 4^44? % #i^l444 3^ 4T4T ^ 311414 3lk 

44% % ^4 4 f ^n fcTT m 3Tl4l^ % 1^ 31 ^^^ 4ll44^ri1 gr4 444- 

41 1%4 274?%34fk4Rtf%TW 441*444 3lfi%t-1 


4. ^ IWlf #> %4 22 “31^pf414t 4T ^4P1T 4% 4?1 41% 3%’ 4% % 

444 44 3jfT 4f4%T4 44444^ 4T ?4TW7 44^ 4)1 '4% 3%* 4^ 4^ 


5. Wl%4f%1%23 ^ “3T^P^4 3144r '4(l) #f%fe:f%t%4r 344 

f%44?414 % 311414” ?%%44144T‘‘3Tl4l%f% 311414” W4#4% 1 


6 . 


F^T % 1444 24 % wr 47, 



‘^24 31T414 31^5% % 1% 311%[4 44 3ftT '(11a”(l) 31T414 3rj5l1^ % 1% 
31^1144 %T4irit 4^ 31T%T, 47 4l 44 1%%! ?44 1%% 414 ^ %4f % 31% 
-3ll4W ^ ^ 31441 %444 % 1% 4411%4F4 %l 3ipf% #, 31441 4R4 ^ 
f%% % 3l1%% ^ 1%% 414 41 4t IWlf % 31% 3l1% 4lt % 1% 

r4f^ll1ur ^ 441 31^:flftH ^ 31441 % 31% 3%% 4^1 31441 

%c11»r %% *{41 l4 l 44 F4 %l 3i;j^:n f ^ 31^^XTr^1%^3it%4f4it%44 

344 3f%4t % % 444 831441 31^;iJ^ X 1%% 3%% % % 444 8-47 

■' T74%3%;4T4 3Tt%4lt4c%%t4ltT141H44%1%l{^?4R44l?4lt 
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3 


'^rtr ^ Rh'wl ^ ^iRiRw ^ % f^rtr t^ ^ 

3^RiRtk^ ^IjiI #T?-h 4^ •MI«^'3^R^^^l^^dl OT WT9 :qf ^'^^^i^^c^I 3ftT 

^ ^ ^EFT^ ^ ^ 


^77^ 3# 3TnTrT^ m 3fNW % 3MTrT 3T^^ % ^ 

<y m 1 4^)^,. 3^T % fnin U-cf,- # ^q»r ^^Tf] | 


(2) -m fMr, ^ s m V[WJ 8~^ Tf 37FITrT 37^;5Tf^ % 37Ft?rT % ^ 

27^ % 37T^ik 41 


^3Tpm^n1^T^3TTOfMT^w^f ^ 

^ Mm 4r 27 ^ t^tto" 

^ ^ ^ f^, % 3T:jilt^ ^ 37FTm 3T^J^ ^ ^ ^^T%rrr [” 


( 3 ) 

^ ^ ^<7 'IIIVII I 


7. 'mz % Mfz 24^ % tp?^ #riqMwr Iwr 3TrT:-?sTifqrr Mr 


“24-'^- <ir^^1ch<u| WTO % M 37T^ ^ W¥^ ^ ® (I) Tf^T^^irr 

^ ^ % M 3TT^, 37^?IFR ^ ^ cTt ^ ^ % trt 

f^R% MI'H ^ f^T^Rrf % ^ t^cR^ % felR rN^ 

37^pf^ t ^ ^TRcT ^ ^R% Td^TfJrT ?RT ^ ffl- f^RT% W 37mf^ % 

% ^RRff % 3R4k ^ ^ ^ tecif % 3RTk 

sft^T^rt%"^TT f^ci'CJi %M^rtpt t, 40 ^(ivn 3^ 

^77% 77FT 'Mm (3) # irt ^ zM M ^ 

'^Wl'iHRrl tr-1 3#7-^-2 :qf rc7rHRtd ^rjH|u W 1 

(2) twt f^rf^RTtm SRT ’TRcT ^ arlTOTt ^ ^ ^ ^Tfl^J^ ^ m rf^ 

’trtt ^ WT M\ % ^ ^ ^ ^ 

Ji^Knmi % '^\m ^ Mfm. f4^7rf^ ^ aTlwrrffnrT 
^JOTTiTT f^RT^ yi||UN^ ^ % ^TRrTk ^dMW ^ 37^!7mruid fw TO t 
3#r Tf^R^tw^T % 1^ 37T^ % ^ ^ ^mrnjt I 
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(3) (i) 40 4 37T^ % WJ, ’TRrT ^ ^ wft #T H^Rlk % ^ 

■37T% ^ ^ Tf 

(ii) 37TW 3^T^ 3lh1^% 

40 437Tt^%^T^cE^t?^TT3^HM^IrT^^^3#?:l7#^3^^d^^ 3fl#T 

% 1^ 3TH^ ^ ^ ^ ^ ^ ^STTWI 

3^Ffr % % firIT{ TfTT 

I^’hI 3Ti't(I^ % ^ ^T^ft 

T^ F5TR 3TTTft^ ^51?^ ^ I 

(4) TT^k, % 3w nf^, -RMt m ^ ,1 ioooi3?w ^ ^ 

^ 3R^ ^ 3T^ ^ amr ?:Rr wr-wr rt 

4 ^EHeTR % ^RTm ^ ^ ?M “0210 aftr 04 

^ f^rn^ 3T7T ^ ^ ^ ^ 

4k 3Tk 6b<kl.^^T -JIRTt Rf!, Ft kkt kl % 4?T kk % ^ 

W^rkr ^FTT# (^-k-^.) k Fim k kST ?M 0210 MkFFT ak 04 

FTk^gfRs^, 104-kk 3fh: ^^kFT 4f 4k kte ^ kt ^wit 3k: fff 

■sTFrFF kt kl 4k ■ciihh k 4k 3TnR ski ^ 3i^jikF k akk 
^ ^ FRT ^TTTFTT k Fkk FF IklT 11 

(5) ankFi ^TF k kiF Fkr FFTT arkkl ^STRTT kt kk FF kiF Fik k kn ^rk 
knr I a^nj^nFFFrik^k)' ski ft fkk a^F ^rfkr si<i r^nkt kFT 22 k arkk ar^^^riFF 
FikFkt ^ ^ kkrT kk kkrk TRFrkfkr kt Ft t k kkk ft a#qrfkk k 
r^kkui FF k%F ark kF k ki arkkr tf i 

(6) ank^FT FRF 4f 3TFFT If^f 4f kk kkTF mIfftfit kl kk kk kkF kk 
FF WF FR# k ki FTk tk k arkF k kkr, ftf aftr fkkFF k kr akkr 
tti 


(7) Fft kcT fkkd, kkRF?tFTktFrkFTktkk:i 
Fk k kr kF k aTF^ ^STFR kl kk FF kTF kFT FTFFT I 


WFFFkt 
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THE GAZETTE OF INDIA ; EXTRAORDINARY 


[Part II—Sec. m 


^ ^ f ?Tt 37^?rm 3?T^ ^ ^ cTT^ ^ ^ TI^ % Tte ^ 

WW ^ 3^ 3TTWf^ ’^Rf^Fd^l 3ftT ^ ^ |t 

3fmi^ ^ cfk ^ 3#^ ^ ^ 37^5Tm ^ % ^>te 

WTO'^ ^ 11 

(2) ^ 37T^^ ^ (1) % ^ 31^ % 

WW T7F?T ^ ^ t, clt ^ ^ ^ ^T%nT 3#T %=?fk 

^ % ^TTcnd;, ^ w 37T^-9w ^ 3Ti^ Tnf^ 


n. 


3^ f^RRff % ter 28 4 “3^ I^RT^ 



31 


?T^, 3T^ 3fhr 3^^ %-^ T[^ ^ ^ ?T1^ ^ 

^ ^ 3T^ % 3TfW^” ?r^ Rt ^Jmt^ I 


12. 3^ f^mf % %2R[ 28 % TTT^ f^Hf^fisid 3Trr:^?snl^ 1^ ^mpt, 

3RTfci:- 


“28-^. TOxrm ^ ^ 

^ ^'H'^t’l PifW[^d 31 TC 3^ f^RTT ^fdl, ^ rTT^fe ^ rW 3^ 3^ 3731^ % 

fd^JTTd ^ RRlf^ % ^ W ^ 3TT W^m % 

1^37T^1WWrt’3tT^ilM ^rd^ch^ui Mi^|u|qv^R33i 9^3 337 W WIT^JmrrTT 
^3^ 33^33’ tfr 33^ MiRd 3^ 3T^ l” 

13. 333 Rmf % Rm 29 ^ 33^ % W. toPHRsId W ^TT33T, 

37^:- 

^ % 31^ 3T^3m 3[fW^ ^ 3TfRT 37T^ •# cqf^ 

% 333 ^ % rfRl RrtI' % ’ftdT '%^^?fl3‘ 373^ 3^ 373^3 3R 3%3T 3fhr %3ft3 777337, 
RtR 333 3R^ % 3T3, 3t 3^ 37T3?33i‘ 773^, 3^ 3P77^ Tf 373fl^vf^pJ3f ^ 373^ f^3R 
37^ 3R^ 33 3737R 3373 3R^ % 3^31 d> 377 77^ ^ ^777 377^ ^ 77%^, ^^777 33 ^l37 
773^ r 



II—-gpjg 3(i)] 
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14. % Pm 29 % f^nr^Rsid Pm 3T?r:^ir4d 
3TOfrT- 

“29-^. UMIUIMM ^ PHHl^d srtr ^ ^ PdMdl #R^t3?rror 

mm^ ^ wP ^ WR ^ 3T^pFR ^ ^ 

WT^|tT, 3TT^ IHT ^fd^-ih^ui mm^ ^ M 37^, M 

m-h(“ih:i ^ '^«^ai 

4^ W p^ % 3^^$1IMd m ^TTftcT 37T^ ^ ^ 

l^lf^ % ^ %’ffcTT ^ 3r^ ^-^7^ affr ^ 

3f[T^TTriT^^37Tto^^3Tq^ 

’i^m ^ ^ ^mw Tm ^ % wsmi, ^ ^ ^ 371^ ^ ^ ^ 

.*\ - - \ .11 

I 

15. 33RT fwff % Pm 31 % wr ^ fd4A7 ■'[^1 ■'JirtTnr, 37 ^:- 

“31 377^ ^Tit 37ti#^ % I^H 4R'<^>'> 

3M^^^rT^37T^rRT^f^^JnW^H^?Tf^, ddlPdcl) ^ 

^ % ^tTRcfT ^ 37^qTFR ^ :5n^ t 3fh‘ W ^^14^ ^ W 

37^^77^^ ^ ^ T^ 377^0^ ^ 77^ 37t#r ^ 37^WT 

^Rd^t'^77^1 

MVJ,rdrcbr^l 3^77 % 37|i?|Rld 37M»W, ^T^, ddll^c!! 3#T 

^ 77777^ t ^ 37^J^ (1) ^ Wfe: 3ftT ^ 

77%R 77^ 37^^77ftcT ^ ^ ^ 7|# 377777^ ^ Tjf 3^T :3^ 77777^ 

^ 37^q7m 1 777 ^ 37 k ^ ^ f^lteTT 37t^T % 37^J7J^ ^ (1) ^ 

^ rdfdR'^ 77^ t ^ ^ 3#cri^ % 77777^ ^ Tjft ^ :?T77^ 

TTR^ 77 ^ 3^ 37^;^im Wt 7^ 37^1^ % 377^ ^ 37^577^77^ 

37qf^i'^ ^ 3id[^ 3iiqid ^ dKl^a ^ -dlci yRi^i'id t" I 






8 


THE GAZETTE OF INDIA : EXTRAORDINARY 


^37n4||R«t> HIHdl ^ Tnfw^^ ^flR^ %^ fc=rf?37T 

^ ^ it^ v\m 3T* 1 ^ 3M^t 3;tftr ^ ^ 

16. ^ jWTf % 33 % ^F#lferT 3TcT:^S!fc ^JTTT^, 

3T«lfct:- 

“33-^. ^THcTTH ^ ^^STFItT M^5c??T Wl '#1^ % 

3TT^ ^ «TRT 10 % 5(mk 3Rr2IT cjdlilib WT ^ ^ 

-ziT WTtT % Tt^RhoHI 3#l4hKl SRI, M ^ 

^nf5t^ ^ in^i^Wdi ^Pifk ^ ^ M, f^rtenr 

>311^^1 ihd 13Tf % 1^ ^itefTT ^ 3T^ t, #T^ % 3^7^ % 1^ 

f^RT^^R^fiT^ '^'WdM % fdPt’OHI 3Rlll^cf) '^TT Fdf^r'dl % "Jr^Fr ski 'd^'=t’ 
^ Hdil^in l^<li ’^TP^, idnl^P^d Jifidl % 3T^^d ^Tn^TTcT 1^*41 ^ •H'^dl, ^Ttqjq;- 

(^) ^ ll-’^Tf 3T^pf^%37^37k wr 

3 ^ 53 ^ Iw W t, ^ W TPte % 37^ aM^ ^ 3TI^ 

(^) 37^Tf^mT^, 37^5Tf^ % ^m\?K\d ^KRit ^ ##Rt ^ wr-^?m 

^ ^ rdfHfe: WT 37W ^ ^ Tni^d^f-O m wr- 

WPJ ^ ^ ^rmr i % 371 ( 7 ^ 

M'mI'^ M«^Rf ^ '^l4] l^-TT^rTdT '^lUrf dl<?^ '(Vll ^ 'O^ll ^ 

M 37Fm^37f % M^JRTT ^ 37^ ^ t, t 7^ c^f^41 % 

^r#JR % 1^ I 

(n) 3 r^|T<f¥ 7 T 7 t, viT^^iim sttt w ^rt Mw ^ ^ 

"^JcpiT %"^IFT ^Tqc^i "3^ % l^’ii HR'd< 'd^i d'^cj3^f ’JlT ^ ^TSTHP" l^^l 'didl 
^^3^qte3jkW37iT7^%t¥i7^7^3l’t^d'1^3#7IT37hl^^3^^^ 
^ ^ ^cf 37tT ^ 37T^?W ^ ^ 3^7^ ^ ^ 37^JI# TP7H ^5^ 1 

(’ET) 37^Tf^7^, 3Tpf^ % 3T#7 37 l ^lldU 3^ ^ ^ ^ Wlf ^ 37hW ^ 

TO 37Fncr^m^,f^WcTr%TO^M^^3^wf^R7%1^3M^f^t?^ 




[MFTII—~qp»g3(i)] 
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^ ^ t M % ^ % wr 3TFlto ^3ff ^ 3ThW ^ 3fh: 

(■^) 3;T^;?l(^^raT^ ^ ^ ^ ^ ^ ^ ^ €T^k1 

^ % WEITT % %TT ^ 3fNl^ % 3T[^ % 3TRTrT ^ 

t, ^ WT-WT ^ % 3-T^ in % 3i^4k ^ ^ ^ toff ^f 

toto ^ to ^ to% to 3rpm toto ^ ^tof ^ ^ ^ tj^ ito ^ 

(^)- 3toT ito toto % tok to to tot Tftoto tofto 

% % 3to KH kf ^Tito I 


(^) M^W, '3iii|lldrl 3fkk kt -Hl^l yk '(ImI 1 00 3^^Trf T^^^kf ^ ^Wt I 

^TR^a^itfgrtotoMto^f aT^^nrrtototot’sto^Tfrto'^, 3toT^ 
3TRiTrr^R^^to^^ torrri” 


17. ^toff%toT34^ftoto(3)%T2^H^toto3rTT^to^^ tofi:- 


“(3)Tr^ 12 4TTto3T[to%wr,TT^ 3fto% tok w^^to to^rto 
3toto tod^ % to wi ^ toitor to tor kf ^snto i” 

(4) to to to ^ toft'i 10001 % ^TT to ^tt tok 

^ ^^rcPT-wr 4T ^nr tototo tot 3 fzt to kt tot ^ 4 t ?iMT3ff 

% WTFT%^tTR2RTk W?TTto “0210-kto^T^ tor^ to, 04-toT^tor, 104- 
Mil-^T to ^ '4^1 ^<'1 % [<?1i< 'H'^Tl I 

18. toff % fto 34 % wt4m ktoto tor tototo tor ^^itttttt, 
tocT:- 

“34-^. -^rtot 3j^Tcir^ 3 tt kiftor tor irt toff % ^t^tr % to ^ 
'Bfkftof sfkt S^RflrT ^to to 3T*J5Tto % tor 371^4' (1) 4Mr^cj| tof 41 
tok ^ Ttot kr^wdi tocT to totof^totok, to^^toto 
ftooHi wft BTT^Fi^toktofto^to toiT^tot, toto 


2649 GI/2()01—2 
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rPART II —Sec. 3(i)1 


122-^ ^ ^ ^ eft# Tm ^ ^ 

37^tRt % 37r^, IWt -m r^Rhowi ^tftr % 

r^ri^oKT 3teT^OTTr?^-]2 ^#f^^TTT?TT, f^, WMt, 3i4^rfTd % 

fM^RTT 3T?TtlSiT^'^ '^<^I'4 t 1 ’^t^TT %TRfR^RT l” 


( 2 ) 




(3) 12-^xf 

(4) RFf, Rt 10001 % ^ ^ RT 

TR^IRT 

%^f7T^%Rim^T§TrTr?f^‘‘02r0-^^fe5^tt^TT%^tReT, 04-tTf^T^t^, 104- 
^ ^ ^441 4R^ % -H^tI 4^ ^I'Vll l” 

19. wr terff % 35 % PlJ^MsfcT fWT SRTrwf^ ^ ^sttt^, 

3Rlt?t:- 

“35-^R. Ht 3TFTrcT^R5t3T^Tf^4^T^^RT4-(l)tw 

2RR4^ 3R4rfT?^ 3mr ^rrrt f^rtor str ■4Ffr^4i M at 4^ ^ T^rFfl 

fR-'-^RFrcTT ^if^ f^feTT Wit 

-3TTR?R^3# % 1^ M^IRTT ^ t, #?rT #1^ % ^34^ % 

122-:5-:^7RTT4M^, TTHIrr ^ ^ 3Tpf^, 3T^[^Tm 

#44=JTf7 4f m ^ t ^ ^ ^ f^R% 3T#T 7^ 

^ RTRt ^ 4t 2it, ^ ter W 3R7^ S^lfwT 3#r 33T% 3RTk WT 4R 

ir-r^HteTW^! 

( 2 ) 

% 3RR4T 4^ 3T4lrT ^ t 3fl7 3RR^ 414^ 4^ 4T4 4R^ 

% 4444Ij #4t 4F 3Tm44T 44^, 3IM]'44 >ti1 ^ 4T4r4 ^ 374 :^ l44R 43^ 4R^ 4R 
3743R ^ % 4?4T4 T4% 3 m ^ ^ 34 ^ ^ 4 %^ 1^ 4F ^ TRT^ 1 ” 


20 . wf^RrtTf'T^taT^^^r^: 



II—-BPig 3(i)] 


■HrofSRTTTJm : aTOT*nT'>I 
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(^) 


3T?^: 

(1^24^) 


3!WT3fk^RTm^?nTTgt1^ 1945 % .3T#r (3T ^T t X 

^ 15 ^^) % 3 TTW ^ 3 T^p 1 ^ % 3 TT^ I 


1. ^/?IT-(^W,^:7^,%^^^T75!Tr3^ 

..—- 

--- - 

(^ W, IfTW % ^, 3ik i ^ ^ % m) IT7T M^lfe ^ 

3^^ ^ 3TT^ ^ 3T:p% % 3;TT^ 11 

2 . 37FncT^^^?Tr^37t##%^3;#T3TMW^^: 


( 1 ) 

( 2 ) 

( 3 ) 


3. - 1^ 3^^ 3ftT mm 

1945 % 24 ^ w SfT^te 9 ^ rTT^- 

^ ^ f, WIT f I 


4*. -'qTTrT^f 3MTrT^ 

^ ^THt 37h1W ^ Trtn»iM^, ^ wrr t, ^ 

- 


%Trm-41 


Tnrinyq^ 4|(s?fl —--aKl<3 


-TT^r^F^^iJM tl 


5*. 4f/FT..W 3Tl^rf^ 3#T 37^i!^ 

WT^:3WTf%3q#T, 3T^pf^^ 

f I ^ 3T^;^ ^ T^ 11 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II —Sec. 3(i)] 


6 . atr fHarR, 10 . 15 -%;^ % 021 o-frir^K^gT 

04-^5TTOTT^'tr, 104-TT^kr 3^^3 Jitht” % WfH —.- 

ni<l'(a-(^i si-’-l % ’TTR--- 

■^rnr ^ ^^rcTT ^ ^ "rTt 11 


(fT?Tr?H7 


- 

. 

M44?fT % 3#II^ # TJsa/%T —- 


WT:- 

cTT^:- 

^ "3^ 

( 7 ^)' V[W7 8-^% TCTR ^ TTf?r^«ITftcT 37^- 


(fWT 24 %i) 

aftr ’j^rm wrcft f=m, 1945 % aq^ 37 ^^ ^ ^ ^ 

afW^waTI^^^a^^:?1fl^ %i^aTT^i 


* 4 /^ —...... (^ tf^, ^TTfFT, aqtr t ^ ^ 

% ^-- (^ W, attr ^ % 


wr) mi d 41^ [c[Wy^ a^Taff ^ ^wm ^ ^ % fi^ a^T^ 

2. arrw^^^F^ aM^^^ 

( 1 ) 

( 2 ) 

(3) 


S . -WT 3M4 3#r ITWH 

fnartr, 1945 % 14^ 24 ^ iq^rr 9 if cTRte-^ 

















[HFTII— 
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4*. -^ ^ ^T?it 

---(^ 3#r ^ w) % ^ % Tr^-41 % 

3q^ <r^^lih<ui mm'4 wrr-- jpi ^ 

M^l ^ 3ftT okI^si -cT^t^rf^PTF^ ^ I 

5*. 4/^ —--3#l1^ 31#T WT fTTi 

% j^pHnIui ^ I ^ ^ w Mfd >H'^H 11 

6. WT#f^, 1945-%^% 0210-i^rfterr 

3#7 ^JfTOT^, 04-^TTOR22r, 104-1^ 37tT % 31 #t ^4m4 tm .— 

-cTT^W-y[^ -hVih) ski ’M<*=t>i<. % - 

- 


P'klii^R'-———————— 

'IIH —---—_—— 

- 

Nmtdl ^ 371410^X11 ^ - 

WT:- 

mftm: - 


rTT^Hl^ ^ 3^ ^iT3 ^ I 


(n) 9 % 3TcT ^ ^ 3^ 3^ ^ F^<TTw: ^ t^rf^rqfcrr 



WT 10 



TR53T 10 

(1^ 23 3fh:f^ 27 M) 

3lk1^3ffTTRTmteiT, 1945 % 3mk afNW r^rnl^Cd ^ ^ 

3MRT%f^3T^^I 
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- ctrW- 

.(3imMchTil ^ ^ ^ TjTT w) ^ 

-^ w) m 3Thf^ ^ ^ 


^ 3:T^Tf% # WT-WT ^ ^ ^4<^^i^^dl m ^ 3^ tTRcT 

■3JIJT--H'^TI Ft^l 

3. 37PTT^ ^ ^iTT^ % ^TT^: 

WT:- 

cTT^;- 

3i*J^ 5IIM’1 Mll^'=t>l'(l 

^/%T 


1. af/tr 

2- qKcT^aTpnrr^nt^r^3Thi^%#^%^#cT^^Mtaftk#^^ 

^ OTim#rTT ^ ^ ^ cTT#^, ^ ^ ^ cTT^ 3|tT ^ ^ 

3T^f^ ^ ^ cTT^ % wr ?Rr ^ ^ 3fh:3^ 

3Tf^yj^(fuivi ^3?nTTi|Ti arr^ncT ^ T|^ ^Tr^ 3##r ^ i^WT ^ ^ ^iT 
3itT^ ^ 'iiiipft M csr^^id i 

3. aq^^rf^mr^, qiT^ xf ^ 3#r wr-^ ^ a^tr 

MiBi^d 3iHicf)Til ^ Fh*4<aK I 

4. ar^jfrf^mrft, aq^^ % 3 i#t ^ ^ ^ ^ ^ 

^ ^r cTc^Ji^ Rfer ^ 37 ^^ inl^^ ^ ^[Rnr I ^ 













3(i)] 


MTOT ^ y'HV!| : ®ran?iT'T 
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^ Tf ^ ^ 3T^5rf% ^ ^ ^ i” 

(^) WT io-^%^^trTf^rRM^TT^T^m^minr, 3Fif?T:- 

y<^M 10-^ 

(tetr 23 :sftT fetr 27 ^) 

'Hmifl 1945 ^X ^3fNW^ a^TFfTcT% 

#TTT37^^ 


'tiom-- diO<d- 

.(3TFnrT^ ^ ^ ^ ^ W) 

^ ----- ( ^ 3f(T ^ W) % inRT fc^r^flld 


^ fgf^pqtrTT ^ UWm tt# 3P?T affqWr ^ WT*WT ^ W 

^ ^'fc^ cT 3T^ % 1^T7T%f^ ^ i;Tf? t, qi^xf 

^TFTfrT % fr^ 37^5Ti^ ^ ^Idl t" 1 

tjjjit-- 

3. 37Fn?T^^wft3fNW%^: 


- 

cTrIw:-" 

37^^TFFr Mild'^Kl 

^P,|/ 
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THE GAZETTE OF INDIA ; EXTRAORDINARY 


[Part II —Sec, 3(1)1 


'SlQI^ri 'Jilt'll I 

2. 3;TmiTr^TT^Trf^3Thf^%#cr%^T^^^ft^3fhrt^^ 

3TfcT ^ cTT^ % WT ^ ^ ^?rfTt^ ^ 

3#nTi#IrT ^^TTT^I 3 TRTcT ^ 3tN^ ^ R^q^H ^ ^ ^ ^ 

3^^^ dlUdf] Pd^ 37^rqd -drdd^fFT^I 

3. '37^?T%m^, ttr^ ^ f^f^dT ^ 3#r ^ ^ 5^TT7^ ^ 3#r 

4* 3T^5Tferr^, TO" ^ ^ ^ ^T f^dcld ^ 

^ dc^5RT frTf^ ^ 3:f^5Tm ITlf^T^ ^ I ^ % ^#mR ^ ^ 

f^^^^^^#qR3T^[?rf%Mp,drid ^^ ^ cTPrl^ ^ 3 t!^TWiT rfk W ^ 

3T^ % fdPu^r^ ^?R?ft ^ ^ ^ % 3M % 

dTn^3^’i^lMd^^P^^^^3FI^t3T^f^ d#^'^^TTrftl” 

(^) 11 % PpfdPdfecTTT?^ 3TcT:'^lfMd f^Fi^ -JlH^^ll, 3T*^t?^:- 


W<^M 11-^ 

(t^ 33 --eF7^) 

<1Pn 1 % siMHi< %Pd>TiWt H<<^5|(1 3TF7dF3‘ 3T?M "i^lNTi I^Ph'dHI 

a^TW ^ -Tnpf% I 

- cTRte- 

(■^5P#T[/3Tfi'-ldH/'Wl^d ^ ttttt). 

..-. 

---^3T?T^T^f^37^^?SMTff^d%rMiJ 

aT^^TFFT 9 |P[<+>k 1 HH'W-'tldd dT MlPl*Jid di^, (Ttddd dPT)- 










II—3(i)] 


: aTOrarrir 


17 




(^ 3^^ W) ^ 3TFnrT ^ ^ ^ 11 

^ ^ ^ nT#i ^ ^ ^ 3rtr % TTffT-^it I 

3. 3Tmm^^^i^3qhW%^ :- 



4Mf ^31Nm 



-1 





cTT^: 






L 

2 . 

3. 


^<<ihK'l3^^^1H %^^^^<^?^T WTr%WT% 

31^5^ ^ ^ 3Tpf^ % 37#r 37FTTrT ^ M 3qt#Rf ^ 'JTSTM 
f^fcliil ^ M^ir^rl '^-^Tfr I 

w 37^^ % 377^77f^ 37nTrr ^ ^jf 37t^7^ m ^T#r 37:7^ ^ ^ #Fff % 
ter ^5nw 3fk ^ WT ^r M' w ^h,i % 

^ 'TTH' 3^ Mdf (^), <1^1 I^T^Ff, f^lRci 7^77^, 37F7TcT ^ ^ 3^ 7T?t ' 17 ^ 
37M^^^^77M^Wcb Rchli77gT^mnm37tT^3i^.^aR%r^r^oHI 377^7 


37W Wm WTT % TmH ^ 


tor ^srrqTTr # 7 ^ ^ 


37f^7pl'M'H % 37'!ift^T in^j^ctn H'O^VH'^ fil'd -Hid 'Hl'^ MHjn RtiHI 'Hld^ll I 


(^5-) ^7^12 


■TW^JITTTtTT, 37^:- 


"---^ Hil-H ’HMN H^l. 

cTT^-37hi^ 37k7n7mwR7iti^, 1945 - ^ 5 ^% 37^7 


2649 Giy20()l—3 









18 


THE GAZETTE OF INDIA ; EXTRAORDINARY 


[Part n—S bc. 3(1)1 


3q#t ^ ^ t r 


(^) 


12 - 



3TrT: 3T«rt?t^:- 


FT 12 -To 
( te^T 34-^^ 

^y'cbKl 3f ^ d rH ^ MTild f^l^PrOT ?JTr ^ 

^ w ^ 371^ ^ ^ 3rpf^ % 1^ 3 t^ 

^ -(q[PT ^ tp^) #--- 

( 31^dl<^/H 'T 4f T M^PrW ^ ■^) ^ - . 

i 7k-^ RTT) ^ #kt % 

% kR- 

^ RiT ^ 7«nR) ^ ^ akrfW ^ 

3i^^%fkrT 3Tr^ WT ^ kkk kl7 wi^ 

TiRk kkkR, i940 7ii!7T^RT%3kk7m-WT^w^TRk^%3FtrBy^^ 


-^^kkWTRTfW- 

. ----- (t^-^ sy #krTR) 3C[kk sffr-^TimTTT^kniT, 


194.5 - ^R[k % RUT 0210- MkRTT ^ Rlk7=4T7S5!T, 04- klkTRIT 3fft7 
J 04-yik 3#r ^[ykr % 3kk 7T7^ 














[Hmil—•qp»T3(i)] 
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2 . 



m\ 31I''-lld dl 


L_ ^ 1 . -- 






, 


- 

TTT^- 

?^?TTW ■ 
^: —- 
Tp-ZW^T 

UHIUI 3I5f 


33lql^<4l ^-- 

■...- 7^ ^ft^fcT Ttfrrff % % 1^ cTrTTrT 

3#^(37hW) qRrT^^fqr^T^t’/ll 


F??rT¥R' 

75TPT TIT^FTft' 37FFrF^ % 

'WNti r-^[»-w,-ii 

P) 39% <sim F'H'HFelP.sJrl M'^M ^TrT^l^mfLit^ [q-.ij 3T?^tr^;': 

‘^q" 40 
(5^24-^M) 

37t#T 3#3r TRTm wrrft f^m, 1945 % 37 ^ aprci^ % 

STT^I 










TTIE GAZETTE OF INDIA ; EXTRAORDINARY 


- 

---- 

-- ^ % wr 

f^McTT ^ ^ w) ^ m\ ^ 3tot ^ ^ 

fM^fiTrT 3Th1^ % nrqm ^ TO' ^ 3I I «^gH «^^d l 11 


2. ^ WTO KFT ^ 

^ wr^: ^ (i) w 37 ^^ ^ (ff) ^ff^fe- 3 ^ 

w% ^ WIT f11 


‘ 3 ^^ wr<R WTtft fwr, 1945 - %, 


lElb‘JIL«J|EIEiEiKJ» 


pj nn f r? IfAi I ■?: 


WIT-cTT^--.. 

“— ^ ^ WR) WJ ^ 0210 - f^qferr W 04 - 

104 - '-hl'H 3flT 3T?i^ -tl/.'^K 4^ •ilH ^^ I 

wp: w tot 2 tit w UirnR^d swct ^ ^ 3M^ % % 

fnii-'^. ^ ^tw-rrrfW- 

" (^ ^ "^fOT) “3itT^ 3f[T TT7WT WTTrt f^, 1945 - % 3Pjt^ 

r^I§T ?M 0210 - [tiiI^ohi cT^ <‘'ilch>(ci|.^jjzr, 04 - 104 - rT^IT 

^^irkr % 31^ % 4PT W 4^ ^ 4^ t” 


fr^ T^ -Hf*! [ 4 rH^l*J| [45^1 ‘Jlini t". 


W (ti^) : 



















[vmil—^BP>¥3(i)] 
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^/?Tr ^RTM w Trm 37^!^ wft 

' "^^FT 



WR 

cTT^ 

RfTIW 

• 11*1 

- 


Ril^*ila( ^Ka Mil^'^a '37Hict>al ^ 

(feoTTir;- ^ ^ xf ^ 37T^^, 'cTHtT ^ 37l^q^ f, 

iJ^gdKHIi^l ^5THr t) 


Trm41 

(f^27^^) 


37W^3fhr^RTm 1945%37^#i#7if^i7R^:^f 37FnrT^%f^ 



WWI 


1. WIT ^ ^[TW- rfrfte- 

--- (<rd''^l^'d ^ ^ 3ETtT 

ip- rrflt)--- 

- 

--- 

- ( t ^ tr^) tn: 27-^ % 3T?^k P^rnMlcfi % ^ ^ Tter 
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THE GAZETTE OF INDIA; EXTRAORDINARY 
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Tm % WT?t wr ^ ^ ^ #cri^ ^^-qr R^muh 

## 3^ ^qicfM ^ ^ -^T^TIT, 48 cf^t 

5. r«<Pi^idi ^ ^mcT yif^<^d ^^RKit ^ ^ ^?Rt^ 

1^'dl ^ '3^f^T^^c^Pli^ju| yi^'m'^t, "^IT r^di^d^ H<lid«l '4, 

^ ^Rdc^d ^ 3i^j5Tm ^ 30 RdfefT ^ 

Tt^ ^ 37^TFH % Rl-^thlRlchR 4 ^TSTTfMr, \H?^Hh ^ 

R^'-^'tMl m ^ ^c^<dd ^ #i^^ 4Rd'^'d/^id<<J| ^ RRl^ldl ■^r 

'»7RrT ^r Rm 24 ^ (3) % ^ (ii) # ^ feRfe 

3Ri^ 4>J«T 4RT % wr T^ 311^ T^ 3TpFR 

^ 30 % ^4tT WicT ^ ^ 3#mM ^54 t I 

6. ^ 'iRl^cb^ui WTO % 37#T ^ ^ 4 ^ t W/^ 

Ht ^ ^ ^ 4 RifdKidl3?T 

Mli^'j’d 3Tf^4>di HiRicfiKl ^ dT«t>H Rll<sid WT 1^ 1^ ’’T^ % 

4^r«fR w/^ t[R^ ^ ^ ttcRtft wto, rnrhi 

^ ^ ^ t, (#r !##'% arterw 37^ % M^qT»^ tw tott, 

^ W f% ^ ^ MRclldd TtRptH rM/4T ^ ^ % W ^ W W 'SRf'^ldv'W 

w^^Tw 3T^pn^ ^nR7^>rd TW ^ ^ "sw I 

21. toRt^^ 37^^ V ^fW7TW4 

TOITI 

22. tetff ^ 3r^<^dl V %WrTcTRTHRdftsld 37W:1^ w4t, 37^ 

(Rm2i (^) 3ttTmtT24''^^) 


f^^ldl '4T 3^ 


■4^4R^.3774^ wr 


^ m ^ ^ ^ 3T^to 3ik 

^'^Rid ^ ^ ^ ^smtnt y yj^i^ TOit ^ ^ 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II —Sbc. 3fi)1 


1. I 

1.1 fair ^ ^ Pcit ^W ^ ^ 3TtT W WfT, 

1-2 ^ gjk ^ I 

1.4 torfcTT ^ 3itT ^ ^rr^nr Tf ^ ^ 

^1 

1.5 Hiw '+5i^rl ^ ('ti«l«tin: «^<3q MHiI^ici) I 

1 ^ ^ ^ ^ ^ _-t-. -■■- * ^ ^ f\ r> i*::> ^ J\ , , , ir> , , *^ _ -m _ , 

.7 mRAltnT ^ '3T^'W«IM ^TW ^Ildl^N ^ W ^ I 
2. ^ % 31#T ^ ^ R^Pll^ld 3M^ ^ 

2.1 iTRcT Tf aETlW 3TtT 3ThM (wi'd/l^PlPird^li/ 

2.2 ^ ^ ^ rclfH^/I^MUR % ^ 2.1 4 3f^J3cr TI^ 3lM^/ 

l^rdi^rd4]/1^V> ? ^ ^ ^ T^ #f C'^^cr: ^ 

^n#TcT): 

2.3 iTRcT Tf 3TmTcT 3^4^ m ^ 3c^ % WT 

#raJT - 3rfT^ tTFW % 3T5?TTT ^ 

-nil 3?^ l^rdMlm ' WOT ^ ^^\ 1^ % TT^ 

SKI ddl T^^ : 


2.4 


’TTTd'^ <F^W< dndl ':h 1'4F^4) dll I 




[MFT 11—73^3(1)] 


TT'JTTS : ■aTOTtlRW 
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2.5 (3^) 3fNf?T (37h1^) ^ ^ ^ ^ 37^pnFr 3rqK f: 

3.1 ^ 3t 1^ 3ftT wrrft 1945 % 74 3lk 78 % ^ 

^ ^ 7^ f 3itT ^ WT-WT ^ ^ 

Tt f%TT TfTT mRc|4h 3#r 3^ -m^ ^ ^ T^ ^ 3#T^ ct,|{^dHl' ^ 

mn i cHR^rT % ^ 3R % ^ fer ^ ^fe=TR % 

3.3 fTT3T^^3^TOmwmt^^, 1945 

3.4 ^ ^ ^ 3MTcT % ^Ic^ 

3#^, ^ r^ 3^ ^TTRcTT, TJ'n^ 3fk ?f§71T ^ WT t, 3Tf#T afhr ITTTm 
WfTCft 3#(tefT, 1940 % III 31^ 3^Td^ 3#r yTIFR TTFratl^, 1945 
% IV % 3^^ 3#r 3^ wr-wr tR tTT^ 7T^:Rf % 31^ ^rft: 

3.5 WTTm^7T#4R 

l^fsRT, ^ ^ FFTT^, m RT ^ ^ 

41^4^4 % 4lt ^ Tm-Wr 47 7 J;bRT ^ I ^ Tl^R^t^RTR 4444 44 % 3RTk 
3rt4i4 % WT 4f 34^ 4f ^ 4t 4T4^ ^ Mp.'-^dH i 4^ ^ # 
4^4^ 4^ 30 ^ 4^ 3T4f^T % 4^ 34J?TT44 4TfW7l 4^ Mm ^ ^ 7J43T 
^ I M ^4T44ff ^ W 3|^41IMd 4Ti^I4M % P^44^ir4'‘-hR. 44TfM4, I^MWrT 

47R4R’4 4147^4 4T Mm 4t 4^ 4f74cf4/^4T4T4 MfT t 4^ ^ MhT 

24-47 % 34Mr4 (3) % m (ii) ^ 44TfM[M7 7f47J^4R4 ^ % 744 1^447 

3^44 4754 477% 30 1M % Mt7 3447447 3T^J^ 4T4T 4M I 

3.6 fM%qf4T 41 4T74 4f 34477 3^147% 47T 7fM54774 44T444 7^ 7f%M 

3fM4 4^ ^71% ^ M % fM4T447 4l1M7I7t 4T tMlt 344 M % 
iM%n447 4^ 477 3#4i4 4771%T44/l447t 47 f%T74 ?t471*, ’1777 MM 

M Mf%dl 3TM[4T4T77^f3r4T4T4T, M4q744>' W44 47 MWT % 


2649 GI/20(H—t 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II—Sec. mi 


3^/7ir irm? ^ ^ ^ ^ dc^ief 

^ ^witi # % ^TTWpf ^ ^ ^ 

^ ^ 3#1^ % TJR ^ TIT f^WT % ^ Tt 3Tf^ 

^1 TT«nf^ 3T^?iNd ^;«^Tt % ^ ^ ^m'd^ui ^ 

% ^ ^T%TrT, ^TTTrfk ^RR 48 Tf^ ^ WIT^ ■# SetN^ ^ 

^3IRT^^?lf&#T?T^I 

3.7 ^ 3#TfWT 3 #t ^ tecff % 3Rik M ^ ^ ^ 

^TRcRTR^im 3#j[di|ii 3^ tt^ tttt % 3T#r rcirHR»^ ^ 
3^^4T[<dH <=t>I'] * 

3.8 ^ 3T^?rR Tnter^ a#?/^ ^ ^ 

rdlfdJThJI ^ afl7^ cRIT ?JTT^ m rdf-4llld Mt 

^ 3Th1^, f3RT% 1^ arr^ ^ w i % 7f^ ^ 

Titor/f^Rif^T a#T <TRr ^4 ^ ^ 37^ ^: 

3.9 ^ m gR i ^ inf^fR Ri? Wt ar^^WR 

yilW^l aficii^ilcT, ^TOTT RR ^ TdVr^'^l RT rNt % 1^ 7T#RT afi^TTlf 


WT: 
rnftTJ 








[<Tmn—-qpjgsd)] 
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(f^ 21 (^) #7 24 (^) 

f^l^McTT 4T 3^1Tl1^Tf?T 3^1^^ ^ ^ 3fqFr 

% 3TT4]^ % f^4T7 % f^U % "TIRT '^'^rf W>^\ "4T'^ % \h > 

3^ ^ Wft 

TrTR^4F5t^71%Tfri 

1 . 


14 

1.2 

1-3 

1.4 

1.5 

1.6 

1.7 

1.8 
1.9 


3Tt^-Wlfirf^/f^ ^ -3flT ^ ^ 

"4^ % 1 

3tM^ ^ ^^f4^^ ^ i^ch - !;rTf^rf^ 7 ^ ^ % f4f44Rf4^ ^nfeiW irt ^ 
ITRFm 3lt7/4T 44 TPlFm (Tit ^ ^)/3R4 TJ7RT 

■^f^R^T ^ ^ 3Tml4 % ^ 3 M 4 'WT W4 (7R44kT: 


y^rt^d) I 

74R22r 41434 tCT^ Tft 44FTO 4T ^ ^ % 4T^ 

rdf4414ch‘ IRT ^ 441 ^^4^ 3r4T^ 44 WW (ift ^ 

^) (444441; 4^1^ y^ifuid) 

34 ^ 45t 41^ % 444 4J^, ^ 344 34^14 % 1^ fd444 4114444 
34413 44^ 4Tt 34jrrf3 4413 4^ 4^ t”, (rfr4T4^ 4lf4444 44 4i?R3 
Rbdl dUllll) I 

33 ^ 4lt 31^ % 444 ^ 343 bM^T % fW43 4lf4444 4^ 

34413 ^ 4lt 34Jid3 44 43 ^ 4^ t/Rlf^ ^ Rlt 4t 11 
33 ^ 45^ 3r0l4 % 444 4f^, 4?f 343 344^4 % 1^1443 4(1444^ 

3T44T 34413 43^ 4lt'3454% 3Tf^ 11 
^ 4lt ^ 4f 3#[l4 4lt M 4ik31 
33 ^ 4^ ^ 4?i 343 3^4 4lt fe 44111 


2. 





2.1 


4ite 313 4T 3ism, 4^4 4l(t t 

W 414^ ^^1441313, 4 I 4 4^1t ^ 





28 


THE GAZETTE OF INDIA ; EXTRAORDINARY 


[Part II—Sec, 3(i)l 


2.2 CM 

(wit) (^) % 31^pTR TjnnriTO sfk 

W^TI 

% ^ 31^7 ^ arm wt (wit) ^ ^ I 

2.3 Pi^^if 3itT :mm (3m^) % i 

2.4 ?#^^3m^(3T5R#)4Pr^,^3^rTW 

2.5 ?TflE^3m^(3m^)^WR% lHiJ 

3^?f5:cTr3Tf % 37 wt ^ ^M)yi % tWo4 

3itT 4=5t (3TTTs[^/;fTO wit % W^if % 

M^ci ■^T^ Ml<il=hi<rt) I 

2.6 erNp 3fi#r fhnr r^Pitlirdi^i 4T ^ Wr 

3^tT W4f<l'l 

2.7 1^ ^ T^i IRT ^fer 3mT 

■% wr Fq-^qn I 

2.8 f^rmr 3qtT wr f^TT^ ^?fe f^rorr ^ i 

2.9 ^31TW4TVt^<4H I 

2.11 awff i 

2.12 ^lu^KU] I 

2.13 ^ m aittmtzr Hrqi^/3Tt#3 % #T ^ 3#T 

IT^ ^ ^ 1 1 ^ rlT^, HT^, wt ^ 

31RiRcM qft^ 3#r wt ^ ^TT^^WTT, #£[ 




t^II--^ap»g3(i)3 
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% ^ % itxR ^ ^ 

2.14 ^ w rnimr M % WTO 

^ mR'W< 1 % Vlrijfch RtJ<4f ^^TRlt'l 

2.15 3lk ^RTm 1945 % ai^HTT ^Tip ^ 

#ri 

2.16 

2.17 '^<feci 7^-'(<aic) yi^4t ^ ®mVi I 

^^1 


3. 3ftTT3^-1^«4ril<*> 4j[xHHj 


3.1 

3.2 

3.3 

3.4 

3.5 

3.6 

3.7 

3.8 

3.9 

3.10 


5*1<(Rh4> ^(^m 1 ^f^fit{4^ '^ct Pl4^u| FfPJ^^ 1 

(^ ttt-7TTT ^ ^T^PT, ^ 

^?tl 

3lt^ ^ W^4#rTT ^ ^ ?znf^, ^ I 

"41^ <J'^4 l^pl^^fi ^ftr ylcl<^H I 

m4'()^4 4fl^, 4^4 a#?’ yldHiri 1 

cfk 3#r 4f^JT ^ fW^rRTT 4t^ ^ #?: 

yleHn i 

^--:JHr'l«fe(ai '33?2r?T4' 3^^Sl^, 4^r4T^^I 


^ ^5^ % 37?3k 37^ W ^^44TTt ^ 


4 «Jif1ir4«b 4»V lc«n .5 ^|(h<*> 4|y=mj 

% f^T^TT447 Wm 3#4i^ % ^ WTPT %Ti^ 

^ ^smftm, 44IM44, f^rrrar cJrW^n 47 4l^ 3TM4^ ^ 




THE GAZETTE OF INDIA : EXTRAORDINARY 



^3tht ti cft^r ^ ^ ^ aT^zmf 

t^qi’Wdl 3R2RRt ^ 3CT T^ qfe 3Thf^%TRH;T 

^ ^ ai^^RFrf ^ 

i^'WKf^P^^^TRrtl 

5. Ai\[kfh u«jl«n 

3^T 3ftTTRTm 1^, 1945 %^RnT 122-^% 3q#r ^ 

37tT^ % ^ ^ wr 122-^ % ^-i^lN-T 

ITrfW^ JRT 37m ^ ar^JTf^ W^ ^ 37T^?^T^ t"! ^ ^ 37^^ ^ 

IRTTTO % ^ tel# % 122-^ % 37#k 37^JiT#T % WT %teT 

6. T^Nf^FT 3(#T'^%f^t’Tl!^^RT 

6.1 ten 3#te 37k !RTmWT#teRr, 1945 %3T#kte7##f% 3f^ 

6.2 ##wT ^r te^ T 3te# # ^ 3#?: ^ terfkte kitete ^ite 


3te^ TTite# ^ mk ^ I 
mRI'^H ^4)n451 

37^ 3#^ S^ % wr 3tete? 


lf,^^Ffl 


37^ mi 


TT## ^ ^SFTT# Tlte ^ ^ ^ 1T4F7, ^ik 





kM % 37^TFnT cT^ 37^ 


"q7m#^r=TT?^l 




[MFTII—~^5TO3(i)] 
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'STl^TR^ yjiRi 

7- RI^Im sJrMml % IhU 3T^f^ ■^jT^^I 

(^1^ 1^, n % ^ 3T7 ^t7t ^ ^ ^ t) 

^N^FRl '57^ tl 


WT: 


RtfHMlcil 


fW?2TFt 

L ^ Trf^, ^ 31^, 4 %^iT, 

^ ^ %^TT#n, MWRt ?tt%^ #t ^ ^ 

nTR^chl<l ^ ■^JTFfT t" 3^ cfRf ^ 

wr 37^T % ^ 

2. ^ wrr 4 3ik ^ ^?TW 5 ^ ^f#Trr ^?jcRT wik ^ 

k^rrfkrT aqkMf 3^^T^k, tk, akrW 

% 1^'k t 3k#Tk kt 3kd^ 3#?: 

Rm % iWT 122 ^ 122 If 122 Tf 122 'ET % 3i^fk 3Tkff7 % 

3T^kk^ 1kfT ■’FIT ^ I 

'dMiaiM ^ 

(3T^<Je{) ^-11 ^ W?5SIT 7 ^fkrr) 

3f^P|^'^-11 Tf j44^d 'dl’^ c||^ fji^'ii 


Tf^ -idiKl % kn^ 3kkr^ i 





THE GAZETTE OF INDIA : EXTRAORDINARY 


^ Tmyrr w P<Ht^nad ^trt t:- 

WJR cl'*^ mRc|?H I ^ ^c^PFT^lTEf.■ f^icT I 

3. 3TT^3:^3nT^^FrT^(^FR#) t^^TWrf¥^Ffn[ytoT%^3#r 

^ ^ ^PIM 31«ZFT^% 

3#| ^ WT ^’SfFRH ^ ^ %, 

3^ ?Tf^, ^ ^ 3# 

1^^STT;7rt'l 


f^ TT^^ 3FRTTT ^ ■^\^ WfM 3fh' 

cR^^ |TT ^ yldl+H 1 

^ Tr%irr ftqtt I 
3fh: ^f^Ti 1 
’3FK’^Tf5f^l 

% 'ii’^'M f^rf^FTFT^ miBi«M'[I skI '^kI '^F 'F^ 3^Rd 

mm^\ 

wmt f^FOT, ^ I^Fi^, Mivd^l^^uu f^^R^ 3F3FR', 

WT 3fh: yRt^rf wr ^ ^rowr 3ftT ^ 

^ ^ ^ ^ ^ tar ^TFTT ^En%TT I 

■> 

3fRR ^ Fi M 3frT 


clT^Sr: 








n—•gp^ 3(0 ] 
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K ^ 

3^ 3rf:r %'‘to 31^JIT^ 


(3T^^ ^-II ^ 7 ^%TT) 


^ fN _ r\ V _v_ Cs - ■ \rN_ f>> f\ 

n^TIFT^ ^ trnj SImtWT VciHlq^ 



1- to^, to ton ^ 4 artr to?^ tor i 

to) to to:, fto" ^ ^ ^ to^T tor to ^ 

Tttor^ % 3i(q<ii| (chW^) ^ ■^ftor ^ f^rto^ i 

to^tonr 3fhrfto:%toto^toto:toTr^toT,ftoif 

3FPT-3WT % tofe to 3to to 37?^--3WT ^tof % tor 

'^?IPTT ^SfRT I 

2 . toM%toto3ftTTtoT^to^^FiTfe^to^toto^i 

ttoto ^ to ^ tototor, tortem 3#r ftorr 3TwrTt ^ 
3iRto I 

3. 3^r‘p7%to%to^^^<'tor^tot^^TT^^‘jtoFrto^%toi 

to^toMtoto:%toto^to^tot^^'^ 3 to^to 
^TiTpto'toTTTftoi 

4. to to^ tor/to to ^ to 4yto ^ to^ to^r fto i 

5- 'to' 3TT^>R‘ 3toTto^T riMHl I 

2(.4') C;i/2II()1—5 
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6 . 

^7T7rT^1^\l%VlMI^^TTf^| 

^ Td^ ItOT, f^HrTT 3??3m 

3TtT wr tR u .^1 {Tir, ^ y I ^ ^ ^ 

^?3qR ; 

r^Fc+^rffl'ii ^fnf^ ^flr yr^^sn ‘^r mRcItIh 3^'im-\ 

^4^ ^ :^jf^ ^ f 3^ 30 ^ Wr-37^ % ^ftcTT 37^p7^ 3#ITTM ^ 

^^TRttl 


3tn^-TT 

(arpjxft tr 11 ^ Tf^ 7 

14 -11 ^ ^ ^ i 

4w)^T 3T^i^ 

fch'Hl WT ^ ^^l'^R^fed ^?lkT ^JTRT t:- 

1. 3;#T?T^I 
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2. ?(f%TT lipj^ f^tjcffTrll 3fN: ffer^TT 3TT^ 3ftT 3lf%TT 

TTT^ sftTWTr^ - 3TT7f^7TnnTt 

^ #r irqr^ tt ^ 

^WTO- 9blf^f^rH'm^I-+H2T7T4i I 

4, 3^qr^ch f^f-i^yn %M¥^ 3itT ^ q?TT^ ctrt 

q%^'ir^4,Wi 

5. q^.TTTT q?TT^ ^ ^ 3 M 

4^ q%r^ ■qfq IWI 

7. ^.3TTq4T3:^r^7qTTHTi 

8 . 

9. ^ f4[4W^ qif^FRTt WJ ^ fq^T qrr qr^ trT 

4-1^1 W14 I 

10. ^ 44(f44, dfiT 377^ qq TOTT ■^fTqf^qrT 14 

(4") 

(7q) q^jff TT qft^Ff ^ ^qrr afh: fqqfeq f^qr^ 

4?IT3ft ^ qiqqlq ^q^ftrr if ^T^rTT % ^P.qq | 

qffe 7^ % #4, ^37T% T4^, fqf^^ 3TTk 47 7^;^ 3ff7 

^44 -m^ fr^m, ^ fqwf^ q^qr fqwr, fr^TTrTT 4TW4q, 

Tfq^T 3#r #4T7 47 "4^^104 3^7 W^i'l ^ 4f?44T3Tt 44 47414 

444^ ^ 44%4 fer 4T4T 41^441 
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3-Tt#-r 3TT5TT ^ 

cjH ^ ^ ^ ^ tth-^ % 7 ^ IrWT 

^nrn^! 


TT 


ni TjTprr ^ tioiItttt '•liM^.r^ 3-ftTf^'^^%.?FpiT7T^t-| 


: 


Mi-iJ-ildl 
'^,1!'"! ^JoT 




r^4=TT, ’^■^[t^i, 

f-:;-^ l#t n ', 7TT%r^ jfrr ^ ^ mRc^iH 

^ 7^ fspziT ^TT^ t 3fhr 30 wr 37^7 % "te 37^^ 

3f(#T 3fhr ottti iwr, 1945 % iwr 2 1 % sr^ 

- 3-1-^;^^ urfacfil-jl ^ ^ rl^ U ^ l[»r3T ? ^ fR rl^ ^ 

3:^qf^ ^1 3q?T 3T^pm T#443lf|- firy :5n^ 44^1 h % 3i^il]<r-r, ^ 

% «'Ta1JAT^{U| TTRITOT ^ ^ in^ 73 4^ TTcP ^ 3Tr3^ 4^ 

^1 


[R^r. R. RTO,-11014/8/2000 '^i:ET’7303;^R^tTFT7J 

^ffRRTIJRTT, rI^TR 


r<l>JMUf • ^ygT P-IRR R<WI'R7F 28-10/45-'I3;^(I) R'li'n 21 fw^, 1945 ^TRRIlff 1TRRR 4 RRlrf^ RR 

al'R arfifni ■^t?ftRR ■RT.RTT.’Pt. RT. 242 (^T ) 3-4-2001 % IRiRT TRI RT I 





37 




ministry of health and family welfare 

(Department of H ealih) 
NOTIFICATION 

New' Delhi, the 24th August. 2001 


G.S,R 604®).—Whereas a draft of certain rules further to amend the 
Drugs and Cosmetics Rules, 1945, were published as required by sections 12 and 33 of 
the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India, Extraordinary 
Part JI, Section 3, Sub-section (1), dated the 24*^ October, 2000 under the notification 
of the Government of India, in the Ministry of Health and Family Welfare (Department 
of Health), No. GSR 834 (E), dated the 24**’ October, 2000, inviting objections and 
suggestions from all persons likely to be affected thereby, before the expiry of a period 
of forty-five days from the date on which the copies of the Official Gazette containing 
the said notification, were made available to the public; 


And, whereas copies of the said Official Gazette were made available to the 
public on the 25**' October, 2000; 


And, whereas objections and suggestions received from the public on the said 
draft rules have been considered by the Central Government; 


Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the 
said Act, the Central Government, after consultation with Drugs Technical Advisory 
Board, hereby rnakes the following niles further to amend the Drugs and Cosmetics 
Rules, 1945, namely: - 

1. (I) These rules may be called the Drugs and Cosmetics 

A mendment) Rules, 2001. 


(2) I hey shall come into force on the T' January, 2003. 
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2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), in 
Part IV, for the heading “IMPORT”, the heading “ IMPORT AND REGISTRATION” 
shall be substituted. 

3. In rule 21 of the said rules,- 

(i) in clause (a), the words, letters, brackets and figures “specified in Schedules C and 
C(I)” shall be omitted, 

(ii) after clause (c), the following clauses shall be inserted, namely;- 

‘(d) “manufacturer”, includes a manufacturer of drugs, who may be a Company or a 
unit or a body corporate or any other establishment in a country other than India, having 
its drugs manufacturing facilities duly approved by the National Regulatory Authority 
of that country, and who also has a free sale approval of the drugs approved by the said 
authority in the concerned country, and/or in other major countries; 

(e) “Registration Certificate” means a certificate issued under rule 27A by the licensing 
authority in Form 41 for registration of the premises and the drugs manufactured by the 
manufacturer meant for import into and use in India’. 

4. In rule 22 of the said rules, for the words, “power to sign licences and”, the words, 
“power to sign licences and Registration Certificates and” shall be substituted; 
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5. In rule 23 of the said rules, for the words “import of any biological or other special 
product specified in Schedule C or C(I)” the words “import of drugs” shall be 
substituted. 

6. For rule 24 of the said rules, the following rule shall be substituted, namely:- 

“24, Form and manner of application for import licence - (1) An application 
for an import licence shall be made to the licensing authority in Form 8 for drugs 
excluding those specified in Schedule X, and in Form 8-A for drugs specified in 
Schedule X, either by the manufacturer himself having a valid wholesale licence for 
sale or distribution of drugs under these rules, or by the manufacturer’s agent in India 
either having a valid licence under the rules to manufacture for sale of a drug or having 
a valid wholesale licence for sale or distribution of drugs under these rules, and shall 
be accompanied by a licence fee of one thousand rupees for a single drug and an 
additional fee at the rate of one hundred rupees for each additional drug and by an 
undertaking in Form 9 duly signed by or on behalf of the manufacturer; 

Provided that in the case of any subsequent application made by the same 
importer for import licence for drugs manufactured by the same manufacturer, the fee to 
accompany each such application shall be one hundred rupees for each drug. 

(2) Any application for import licence in Form 8 or Form 8-A, as the case may be, shall be 
accompanied by a copy of Registration Certificate issued in Form 41 under rule 27-A; 
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Provided that in case of emergencies the licensing authority may, with the 
approval of the Central Government, issue an import licence in Form 10 or 10-A, as the 
case may be, without the issuance of Registration Certificate under rule 27-A, for 
reasons to be recorded in writing.” 

(3) A fee of two hundred and fifty rupees shall be paid for a duplicate copy of the 

licence issued under this rule, if the original is defaced, damaged or lost. 

7, After rule 24 of the said rule, the following rules shall be inserted, namely:- 

“24-A. Form and manner of application for Registration Certificate.- 

(1) An application for issue of a Registration Certificate shall be made to the licensing 
authority in Form 40, either by the manufacturer himself, having a valid whole sale licence for 
sale or distribution of drugs under these rules, or by his authorised agent in India, either having 
a valid licence under the rules to manufacture for sale of a drug or having a valid whole sale 
licence for sale or distribution of drugs under these rules, and shall be accompanied by the fee 
specified in sub-rule (3) and the informations and undertakings specified in Schedules D-I and 
D-II duly signed by or on behalf of the manufacturer. 

(2) The authorisation by a manufacturer to his agent in India shall be documented by a 
power of attorney executed and authenticated either in India before a First Class Magistrate, or 
in the country of origin before such an equivalent authority, the certificate of which is attested 
by the Indian Embassy of the said country, and the original of the same shall be furnished 
alongwith the application for Registration Certificate. 
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(3) (i) A fee of one thousand and five hundred US dollars sliall be paid 
alongwith the application in Form 40 as registration fee for his premises meant 
for manufacturing of drugs intended for import into and use in India. 

(ii) A fee of one thousand US dollars shall be paid alongwith the 
application in Form 40 for the registration of a single drug meant for import into 
and use in India and an additional fee at the rate of one thousand US dollars for 
each additional drug; 

Provided that in the case of any subsequent application for registration of 
additional drugs by the same manufacturer, the fee to accompany shall be one 
thousand US dollars for each drug. 

(4) The fees shall be paid through a Challan in the Bank of Baroda, Kaslurba Gandhi 
Marg, New Delhi-110 001 or any other branch or branches of Bank of Baroda, 
or any other bank, as notified, from time to time, by the Central Government, to 
be credited under the Head of Account “0210-Medical and Public Health, 04- 
Public Health, 104- Fees and Fines”: 

Provided that in the case of any direct payment of fees by a manufacturer 
in the country of origin, the fees shall be paid through Electronic Clearance 
System (ECS) from any bank in the country of origin to the Bank of Baroda, 
Kasturba Gandhi Marg, New Delhi, through the Electronic Code of the bank in 
the Head of Account “0210-Medical and Public Healtli, 04-Public Health, 104- 
Fee and Fines and the original receipt of the said transfer shall be treated as an 
equivalent to the bank challan, subject to the approval by the Bank of Baroda that 
they have received the payment,” 


2649 Giy20»l—6 
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(5) The applicant shall be liable for the payment of a fee of five thousand US dollars for 
expenditure as may be required for inspection or visit of the manufacturing premises or drugs, 
by the licensing authority or by any other persons to whom powers have been delegated in this 
behalf by the licensing authority under rule 22: 

(6) The applicant shall be liable for the payment of testing fees directly to a testing laboratory 
approved by the Central Government in India or abroad, as may be required for examination, 
tests and analysis of drug, 

(7) A fee of three hundred US dollars shall be paid for a duplicate copy of the Registration 
Certificate, if the original is defaced, damaged or lost.” 

(8) No Registration Certificate shall be required under these rules in respect of an inactive bulk 
substance to be used for a drug formulation, with or without pharmacopeal conformity.” 

8. In rule 25-A of the said rules, in sub-rule (1), in the provisio in clause (b), for sub-clause (i), the 
following shall be substituted, namely;- 

(i) his conviction under the Act or these rules or the Narcotic Drugs and Psychotropic 
Substances Act, 1985 (61 of 1985) or the rules made thereunder”. 
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(9) After rule 25-A of the said rules, the following rule shall be inserted, namely.- 


“25-B. Registration Certificate for import of drugs manufactured by one 
manufacturer.-(l) A single application may be made, and a single Registration 
Certificate in Form 41 may be issued in respect of the import of more than one drug or 
class of drugs, manufactured by the same manufacturer; 

Provided that the drug or classes of drugs, are manufactured at one factory or more than 
one factory functioning conjointly as a single manufacturing unit; 

Provided further that if a single manufacturer has two or more factories situated in 
different places manufacturing the same or different drugs, separate Registration 
Certificates shall be required in respect of the drugs manufactured by each such 
factory,” 

10, After rule 27 of the said rules, the following rule shall be inserted, namely: - 

“ 27-A Grant of Registration Certificate:- (1) On receipt of an application for 
Registration Certificate in the Form and manner specified in rule 24-A, the licensing 
authority shall, on being satisfied, that, if granted, the conditions of the Registration 
Certificate will be observed, issue a Registration Certificate in Form 41; 
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Provided further that if the application is complete in all respects and informations 
specified in Schedules D-1 and D-II are in order, the licensing authority shall, within 
nine months from the date of receipt of an application, issue such Registration 
Certificate, and in exceptional circumstances and for reasons to be recorded in writing, 
the Registration Certificate may be issued within such extended period, not exceeding 
three months as the licensing authority, may deem fit. 

, (2) If the applicant does not receive the Registration Certificate within the period as 
specified in provisio to sub rule (1), he may appeal to the Central Government and the 
Central Government may after such enquire into the matter, as it considers necessary, 
may pass such orders in relation thereto as it thinks fit.” 


In rule 28 of the said rules, for the words, figures and letters, “valid up to the 31* December of 
the year following the year in which it is granted”, the words “valid for a period of three years 
from the date of its issue” shall be substituted. 

After rule 28 of the said rules, the following rule shall be inserted, namely:- 

“28-A. Duration of Registration Certincate.-A Registration Certificate, unless, it is sooner 
suspended or cancelled, shall be valid for a period of three years from the date of its issue; 

Provided that if the application for a fresh Registration Certificate is made nine months 
before the expiry of the existing certificate, the current Registration Certificate shall be deemed 
to continue in force until orders are passed on the application”. 
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13. In rule 29 of the said rules, for the proviso, the following proviso shall be 
substituted, namely:- 

“Provided that a person who is aggrieved by the order passed by 
the licensing authority under this rule may, within thirty days of the receipt of the 
order, appeal to the Central Government, and the Central Government may, after 
such enquiry into the matter, as it considers necessary and after giving the said 
appellant an opportunity for representing his views, pass such orders in relation 
thereto as it thinks fit.” 


14. After rule 29 of the said rules, the following rule shall be inserted, namely:- 

“29-A. Suspension and cancellation of Registration Certificate.* If the 
manufacturer fails to comply with any of the conditions of the Registration 
Certificate, the licensing authority may after giving him an opportunity to 
show cause why such an order should not be passed, by an order in writing 
stating the reasons therefor, suspend or cancel the Registration Certificate 
for such period as it thinks fit either wholly or in respect of some of the 
substances to which it relates: 

Provided that a person, who is aggrieved by the order passed by 
the licensing authority under this rule may, within thirty days of the 
receipt of the order, appeal to the Central Government, and the Central 
Government may, after such enquiry into the matter as it considers 
necessary and after giving the appellant an opportunity for representing his 
views in the mailer, pass such orders in relation thereto as it thinks fit”. 
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15. For rule 31 of the said rules, the following rule shall be substituted 
namely;- 

*’31. Standard for certain imported drugs.-No drug shall be imported 
unless it complies with the standard of strength, quality and purity, if any, 
and the test prescribed in the rules shall be applicable for determining 
whether any such imported drug complies with the said standards: 

Provided that the drugs intended for veterinary use, the standards of 
strength, quality and purity, if any, shall be those that are specified in 
Schedule F(l) and the test prescribed in that Schedule shall be applicable 
for determining whether any such imported drug complies with the said 
standards and where no standards are specified in Schedule F(l) for any 
veterinary drug, the standards for such drug shall be those specified in the 
current edition, for the time being in force, of the British Pharmacopoeia 
Veterinary; 

Provided further that the licensing authority shall not allow the 
import of any drug having less than sixty per cent, residual shelf-life 
period as on the date of import; 

Provided also that in exceptional cases the licencing authority may, 
for reasons to be recorded in writing, may allow, the import of any drug 
having lesser shelf-life period, but before the date of expiry as declared on 
the container of the drug.” 
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“ 11 - 

16. sAuer rule 33 of the said rules, the following rule shall Be inserted, 
namely;- 

“33-A. Import of drugs by a Government Hospital or 
Autonomous Medical Institution for the treatment of patients.- Small 
quantities of a new drug, as defined in rule 122-E, the import of which is 
otherwise prohibited under section 10 of the Act, may be imported for 
treatment of patients suffering from life threatening diseases, or diseases 
causing serious permanent disability, or such disease requiring therapies 
for unmet medical needs, by a Medical Officer of a Government Hospital 
or an Autonomous Medical Institution providing tertiary care, duly 
certified by the Medical Superintendent of the Government Hospital, or 
Head of the Autonomous Medical Institution, subject to the following 
conditions, namely:- 

(a) no new drug shall be imported for the said purpose except 
under a licence in Form 11-A, and the said drug has been 
approved for marketing in the country of origin; 

(b) the licencee shall use the substances or drugs imported 
under the licence exclusively for the purpose of treatment 
of patients suffering from life threatening diseases, or 
diseases causing serious permanent disability, or such 
diseases requiring therapies for unmet medical needs, 
under the supervision of its own Medical Officers at the 
place, specified in the licence or at such other places, as the 
licensing authority, may from time to time authorise; 
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(c) the licencee shall allow an Inspector authorised by the 
licensing authority in this behalf to enter, with or without 
prior notice, the premises where the substances or drugs are 
stocked, and to inspect the premises and relevant records 
and investigate the manner in which the substances or 
drugs are being used and to take, if necessary, samples 
thereof; 

(d) the licencee shall keep a record of, and shall submit the said 
report half yearly to the licensing authority, the substances 
or drugs imported under the licence, together with the 
quantities imported and issued to the patients, the date of 
importation, the name of the manufacturer, the name and 
address of the patient for whom the drug is prescribed and 
the name of disease; 

(e) the licencee shall comply with such other requirements, if 
any, applicable to the holders of import licences for import 
of new drugs for treatment of patients by Government 
Hospitals, as may be specified from time to time in any rule 
subsequently made under Chapter III of the Act and of 
wliich the licensing authority has given to him not less than 
one month’s notice; 
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(f) the drug shall be stocked under proper storage conditions and shall be 
dispensed under the supervision of a registered pharmacist; 

(g) the quantity of any single drug so imported shall not exceed 100 average 
dosages per patient; 

Provided that the licensing authority may, in exceptional circumstances, 
sanction the import of drug a larger quantity ” 

17. In rule 34 of the said rules, for sub-rule (3), the following, shall be substituted, namely;- 

‘(3) Every application in Form 12 shall be accompanied by a fee of one hundred 
rupees for a single drug and an additional fee of fifty rupees for each additional 
drug. 

(4) The fees shall be paid through a challan in the Bank of Baroda, Kasturba 
Gandhi Marg, New Delhi-110 001 or any other branch or branches of Bank of 
Baroda, or any other Bank, as Notified, from time to time, by the Central 
Government, to be credited under the Head of Account “0210-Medical and 
Public Health, 04-Public Health, 104-Fees and Fine”.’ 


Z649 Gl/20()1—7 
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18. After rule 34 of the said rules, the following shall be inserted, namely:- 


‘34-A. Application for licence to import small quantities of new drugs by a 
Government Hospital or Autonomous Medical Institution for the treatment 
of patients.- (1) An application for an import licence for small quantities of a 
new drug, as defined in rule 122-E for the purpose of treatment of patients 
suffering from life threatening diseases, or diseases causing serious permanent 
disability, or such diseases requiring therapies for unmet medical needs, shall be 
made in Form 12-AA, by a Medical Officer of the Government Hospital or 
Autonomous Medical Institution, which shall be certified by the Medical 
Superintendent of the Government Hospital or Head of the Autonomous 
Medical Institution, as the case may be. 

(2) The licensing authority may require such further particulars to be 
supplied, as he may consider necessary. 

(3) Every application in Form 12-AA shall be accompanied by a fee of one 
hundred rupees for a single drug and an additional fee of fifty rupees for each 
additional drug. 

(3) The fees shall be paid through a challan in the Bank of Baroda, Kasturba 
Gandhi Marg, New Delhi-110 001 or any other branch or branches of Bank 
of Baroda, or any other Bank, as Notified, from time to time, by the Central 
Government, to be credited under the Head of Account “0210-Medical and 
Public Health, 04-Public Health, 104-Fees and Fine”,’ 






[MTiii—-qprgao)] 


•HTOt ^ ; 4mrvRm 


51 


19. After rule 35 of the said rules, the following rule shall be inserted, namely:- 

“35-A. Cancellation of licence for import of small quantities of 
pew drugs.- (1) A licence for import of small quantities of a new 
drug, defined in rule 122-E, for the purpose of the treatment of 
patients suffering frqm life threatening diseases, or diseases 
causing serious permanent disability, or such diseases requiring 
therapies for unmet medical needs, by a Governnient Hospital or 
an Autonomous Medical Institution may be cancelled by the 
licensing authority for breach of any of the conditions subject to 
which the licence was Issued or for contravention of any of the 
provisions of the Act and rules made thereunder. 


(2) A licencee whose licence has been cancelled may appeal to 
the Central Government within three months from the date of the 
receipt of the order, and the Central Government may after such 
enquiry into the matter, as it considers necessary and after giving 
the appeliant an opportunity for representing his views, may pass 
such orders in relation thereto, as it thinks fit,” 
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(a) for ronn 8, the following Form shall be substituted, naniely;- 


‘FORM 8 
(See rule 24) 

Application for licence to import drug's (excluding those specified in Schedule X) to the Drugs and 

Cosmetics Rules, 1945. 


I / we _, (full address 

with telephone number, fax number and e-mail address) hereby apply for a 
licence to import drugs specified below manufactured by M/s 

_ (lull address with telephone no, fax 

and e-mail no.) 

2. Names of the drugs to be imported: 

( 1 ) 

( 2 ) 

( 3 ) 

3 1/we_ . _enclose 

herewith an undertaking in Form 9 dated signed by the 

manufacturer as required by rule 24 of the Drugs and Cosmetics Rules, 
1945. 
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4. I/we_enclose herewith a copy 

of Registration Certificate concerning the drugs to be imported in India, issued under 

Form 41 of the rules, vide Registration Certificate No _ Dated 

_ issued through 

M/s_ _ (name and full address 

_valid upto 


D> 

5. I/we_hold a valid wholesale 

licence for sale or distribution of drugs or valid licence to manufacture drugs, under the 
provisions of the Act and rules made thereunder. A copy of the said licence is 
enclosed. 

6. A fee of_has been credited to Government under the Head of Account 

“0210 - Medical and Public Health, 04- Public Health, 104- Fees and Fines” under the 

Drugs and Cosmetics Rules, 1945 - Central vide Challan No,_, dated 

_(attached 

in original). 

Signature_ 

Name_ 

Designation_ 

Seal/Stamp of Manufacturer’s agent in India 

Place;_ 

Date; 


delete whichever is not applicable;’ 
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(a) for Form 8-A, the following Form shall be substituted, namely:- 

‘FORM 8-A 
(See rule 24) 

Application fur licence to import dni|{s specified in Schedule X to the Drugs and Cosmetics Rules, 1945. 


I / we _, (full address 

with telephone number, fax number and e-mail address) hereby apply for a 
licence to import drugs specified below manufactured by M/s 

_ (full address with telephone no, fax 

and e-mail no.) 

2. Names of the drugs to be imported; 

( 1 ) 

( 2 ) 

( 3 ) 

3 1/we _^enclose 

herewith an undertaking in Form 9 dated_signed by the 


manufacturer as required by rule 24 of the Drugs and Cosmetics Rules, 
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I/we _enclose 

herewith a copy of Registration Certificate concerning the drugs to be 
imported in India issued under Form 41 of the rules, vide Registration 

Certificate No _ Dated _issued through 

M/s_ (name and 


full address 


5. I/we _ hold a 

valid wholesale licence for sale or distribution of drugs or licence to 
manufacture drugs,. under the provisions of the Act and rules made 
thereunder. A copy of the said licence is enclosed. 


6. A fee of_has been credited to Government under the 

Head of Account “0210 - Medical and Public Health, 04- Public Health, 
104- Fees and Fines” under the Drugs and Cosmetics Rules, 1945 - 

Central vide Challan No. dated_(attached in 

original). 


Signature_ 

Name_ 

Designation_ 

Seal/Stamp of Manufacturer’s agent in India 

Place: 

Date; 


delete whichever is not applicable.’ 
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(c) in Form 9, in the end, for the words “Signed by or on behalf of the 
manufacturer,” the words “Signature, Name, Designation, Seal/Stamp of 
manufacturer or on behalf of the manufacturer” shall be substituted; 


(d) for Form-10, the following Form shall be substituted, namely:- 


“FORM 10 
(See rules 23 and 27) 

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and 

Cosmetic Rules, 1945 


Licence Number Date 


__ (Name 

and full address of the importer) 

is hereby licenced to import into India during the period for which this licence is 
in force, the drugs specified below, manufactured by M/s 

_(name and full address) and any 

other drugs manufactured by the said manufacturer as may from time to time be 
endorsed on this licence. 

2. This licence shall be in force from _ 

to_unless it is sooner suspended or cancelled under the 

jaid rules. 
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3. Names of drugs lo be imported; 

Place:_ 

Date :_ LICENSING AUTHORITY 

Seal/Stamp 


• delete whichever is not applicable, 

Coiidilioiis of Licence 

1. A photocopy of licence shall be displayed in a prominent place in a part of 
the premises, and the original licence shall be produced, whenever 
required. 

2. Each batch of drug imported into India shall be accompanied with a 

< 

detailed batch test report and a batch release certificate, duly signed and 
authenticated by the manufacturer with date of testing, date of release and 
date of forwarding such reports. The imported batch of each drug shall be 
subjected to examination and testing as the licensing authority deems fit 
prior to its marketing. 

3. The licencee shall be responsible for the business activities of the 
manufacturer in India alongwith the registration holder and his authorised 
agent. 

4 3’hc licencee shall inform the licensing authority forthwith in writing in 
the event of any change in the constitution of the firm operating under the 
licence. Where any change in the constitution of the firm takes place, the 
current licence shall be deemed to be valid for a maximum period of three 
months from the date on which the change takes place unless, in the 
meantime, a fresh licence has been taken from the licensing authority in 
the name of the firm with the changed constitution”; 


2(>VJ GJ/2(»0I—« 
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(c) for Tonn 10-A, llic Ibllowiiig I'onn shall be subsliUilcd, iiaincly:- 


‘FORM lO-A 
(See rules 23 and 27) 

Licence to import drugs specified in Schedule X to the Drugs and Cosmetic Rules, 

1945 


Licence Number _______ Dale_ 

__ ■ _ (Name 

and full address of the importer) 

is hereby licenced to import into India during the period for which this licence is 
in force, the drugs specified below, manufactured by M/s 

_(name and full address) and any 

other drugs manufactured by the said manufaclurer as may from time to time be 
endorsed on this licence. 

2. This licence shall be in force from _ 

to__ unless it is sooner suspended or cancelled under the 

said rules, 

3. Names of drugs to be imported; 


Place; 
Date : 


delete whichever is not applicable. 


LICENSING AUTHORITY 
Seal/Stamp 
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Conditions of Licence 

1. A photocopy of licence shall be displayed in a prominent place in a part of the 
premises, and the original licence produced, whenever required. 

2. Each batch of drug imported into India shall be accompanied with a detailed 
batch test report and a batch release certificate, duly signed and authenticated 
by the manufacturer with dale of testing, date of release and date of 
forwarding such reports. The imported batch of each drug shall be subjected 
to examination and testing as the licensing authority deems fit prior to its 
marketing. 

3. The licencee shall be responsible for the business activities of the 
manufacturer in India alongwith the registration holder and his authorised 
agent. 

4. The licencee shall inform the licensing authority forthwith in writing in the 
event of any change in the constitution of the firm operating under the licence. 
Where any change in the constitution of the firm takes place, the current 
licence shall be deemed to be valid for a maximum period of three months 
from the date on which the change takes place unless, in the meantime, a fresh 
licence has been taken from the licensing authority in the name of the firm 
with the changed constitution”; 
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(f) allcr I'oriTi 1 1, ihc following form shall be inserted nainely:- 

‘FOUM n-A 
(See rule 33-A) 

Licence to import drugs by a Government Hospital or Autonomous Medical 
Institution for the treatnient of patients 


Licence No. Dale 

Dr. 


Designation 

of 


(Name of College/ IIoRpilnl/ Autonomous Institution) 


is hereby licenced to import from M/s_ 

(name and full address) the drugs specified below for the purpose of treatnient of 

patients for the disease (name of the disease) _ at 

or in such other places as the licensing 
authority may from time to time authorise, 

2. This licence shall, unless previously suspended or revoked, be in force 
for a period of one year from the date of issue specified above. 


3. 


Names of drugs to be imported;- 



[WTII—mg 3(i)] 




61 


Names of drug 

Quantity which may be imported 












Place: 
Date:. 

Seal/Stamp 


LICENSING AUTHORITY 


Conditions of Licence 


1. The licence shall be displayed in the Office of the Medical 
Superintendent of Government Hospital /Head of Institution of 
Autonomous Medical Institution. 

2. The licencee shall store the drugs imported under this licence 
under proper storage conditions. 

3. The drugs imported under this licence shall be exclusively used for 
the treatment of patients, and a record shall be maintained in this 
regard, by a registered pharmacist giving the full name(s) and 
address (es) of the patients, diagnosis, dosage schedule, total 
quantity of drugs imported and issued, and shall be countersigned 
by the Medical Superintendent of the Government Hospital or Head 
of the Autonomous Medical Institution which shall be produced, on 
demand by an Inspector appointed under the Act. 
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(g) in Form 12, for the second paragraph, the following shall be substituted, 
namely:- 

'A fee of rupees __ 

has been credited to Government under the Head of Account “ 0210- 
Medical and Public Health, 04-Public Health, 104- Fees and Fines under 
the Drugs and Cosmetics Rules, 1945 - Central vide Challan 
No._. Dated_(attached in original).’ 

(h) after Form 12-A, the following Form shall be inserted, namely:- 

‘FORM 12-AA 
(See rule 34A) 

Application for licence to import small quantities of new drugs by a 
Government llo.spital or Autunomuiis Medical Instilnliun for the trcalnirnt 

of patients. 


1,_(name and designation)_ 

of __________ (iianie of llie 

Ilospilal/Autonomous Medical Iiiatilution) 

hereby apply for a licence to import small quantities of new drugs specified 
below for the purpose of treatment of patients for the disease 

_(name of the disease) at 

______ (name and place of tlie 

hospital) and t undertake to comply with the conditions applicable to the licence 
and other provisions of the Drugs and Cosmetics Act , 1940 and the rules made 
thereunder, from time to time. 
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1. A fee of lupees_has been credited to Government under the Head 

of Account “0210- Medical and Public Health, 04- Medical and Public Health, 104- 
Fees and Fines” under the Drugs and Cosmetics Rules, 1945 - Central vide Challar 
No. dated , (attached in original). 

2. Name of new drug to be imported.- 


Name of drug 

Quantity which may be imported 










Place:_ 

Date:_ 

Signature_ 

Name_ 

Seal/Stamp_ 

CERTIFICATE 

Certified that the drugs specified above for import are urgently required for the treatment of 

patients suffering from _ and that the said drug(s) is /are not 

available in India. 


SIGNATURE ^_ 

Medical Superintendent of the Government Hospital/Head of 

Autonomous Medical Institution’ 
Seal/Stamp,’ 

PLACE 

DATE 
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allcr Form 39 the following Forms shall be iiiscitcd, namcly - 

‘ Form 40 

(See rule 24-A ) 

Application for issue of Registration Certificate for import of drugs into India under the 
Drugs and Cosmetics Rules, 1945 


I/We_ 

_(Name and full 

address ) hereby apply for the grant of Registration Certificate to the manufacturer, 

M/s_(full address with telephone, fax 

and E-mail address of the foreign manufacturer) for his premises, and manufactured 
drugs meant for import into India, 

1. Names of drugs for registration. 

( 1 ) 

( 2 ) 

(3) 

2. ]/We enclose herewith the informations and undertakings specified in Schedule D (1) 
and Schedule D (It) duly signed by the manufacturer for grant of Registration 
Certirtificate for the premises stated below. 

3. .A fee of __for registration of premises, the particulars of which are 

given below, of the manufacturer has been credited to the Government under the Head 
of Account “0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines” 

under the Drugs and cosmetics Rules, 1945 - Central vide Challan No,_ , 

dated __, (attached in original) 
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4. A fee of_for registration of the drugs for import as 

specified at Serial No 2 above has been credited to the Government under 
the Head of Account "OllO-Mcdical and I’ublic Health, 04-Public Health, 
104-Fees and Fines” under the Drugs and cosmetics Rules, 1945 - Central 
vide Challan No. dated_, (attached in original). 

5, Particulars of premises to be registered where manufacture is 
carried on: 

Address (es) :_ 

Telephone ;_ 

Fax ;_ 

E- mail :_ 

1/we undertake to comply with all the terms and conditions required to obtain 
Registration Certificate and to keep it valid during its validity period, 

PLACE: 

datf:: 

Signature^__ 

Name_ 

Designalit)!! __ 

Seal/Stamp of maiuifactuier or his 
authoiised agent in India 

(Note:- In case the applicant is an authoiised agent of the luaiuifactLiiei in India, the 

Power of Attorney is to be enclosed) 


whichever is not applicable 


2(>V) GI/2001-_9 
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Form 41 
(See rule 27-A) 

Registration Certificate 

Itcgistralion Ccrlincalc to be issued for impoi-t of dings into Indin under Drugs and 

Cosmetics Rules, 1945. 

Registration Certificate No.___ Date _ 


M/s __________ 

Address of registered 


at 


office) __ 

__having 


( Name and full 


facloiy premises 


_(full address) has been registered under rule 27-A as a 

manufacturer and is hereby issued this Registration Certificate. 


2 . Name (s) of drugs which may be imported under this Registration 
Certificate. 

( 1 ) 

( 2 ) 

(3) 

3. This Registration Certificate shall be in force from_to 

_unless it is sooner suspended or cancelled 

under the rules, 

4. This Registration Certificate is issued through the office of the 
manufacturer or his authorised agent in India M/s (name and full address) 


who will be responsible for the business activities of the mnnufacliiicr, 
in India in all respects. 
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5. This Registration Certificate is subject to the conditions, stated below and to such other 
conditions as may be specified in the Act and the rules, from time to time. 

Place;_ 

Date;_ 

LICENSING AUTHORITY 
Seal/Stamp 

Conditions of the Registration Certificate 

1. The Registration Certificate shall be displayed at a prominent place by the authorised 
agent. 

2. No drug shall be registered unless it has a free sale approval in the country of origin, 
and/or in other major countries. 

3. The manufacturer or his authorised agent in India shall comply with the conditions of 
the import licence issued under the Drugs and Cosmetics Rules, 1945. 

4. The manufacturer or his authorised agent in India shall inform the licensing authority 
forthwith in the event of any administrative action taken due to adverse reaction, viz. 
market withdrawal, regulatory restrictions, or cancellation of authorisation, and/or not 
of standard quality report of any drug pertaining to this Registration Certificate 
declared by the Regulatory Authority of the country of origin or by any Regulatory 
Authority of any other country, where the drug is marketed/sold or distributed. 

The despatch and marketing of the drug in such cases shall be stopped immediately, 
and the licensing authority shall be informed immediately. Further action in respect of 
such stopped marketing of drug shall be followed as per the direction of the licensing 
authority. In such cases, action equivalent to that taken with reference to the 
concerned drug in the country of origin or in the country of marketing shall be followed 
in India also, in consultation with the licensing authority. The licensing authority 
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may, however, direct any further modification to this course of action, including the 
withdrawal of the drug from Indian market within 48 hours time period. 

5. The manufacturer or his authorised agent in India shall inform the licensing authority 
within 30 days in writing in the event of any change in manufacturing process, or in 
packaging, or in labeling or in testing, or in documentation of any of the drug pertaining 
to this Registration Certificate. 

In such cases, where there shall be any major change/modification in manufacturing, 
or in processing or in testing, or in documentation as the case may be, at the 
discretion of the licensing authority, the manufacturer or his authorised agent in India 
shall obtain necessary approval within 30 days by submitting a separate application 
alongwith the registration fee, as specified in clause (ii) of sub rule (3) of rule 24-A. 

6. The manufacturer or his authorised agent in India shall inform the licensing authority 
immediately in writing in the event of any change in the constitution of the firm and /or 
address of the registered office/ factory premises operating under this Registration 
Certificate. Where any such change in the constitution of the firm and/or address takes 
place, the current Registration Certificate shall be deemed to be valid for a maximum 
period of three months from the date on which the change has taken place unless, in 
the meantime, a fresh Registration Certificate has been taken from the licensing 
authority in the name of the firm with the changed constitution of the firm and/or 
changed address of the registered office or factory premises". 
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21 . In Scnedule ‘D’ to the said rules, Sr. No.4 and its entries relating thereto shall be 
omitted. 

22, After Schedule ‘D’ to the said rule, the following Schedules shall be inserted, naniely;- 

“SCllEDULE D (1) 

(See rule 21 (d) and rule 24 A) 

Information and undertaking required to be submitted by the itiaiiufacturer or his 
authorised agent with the Application Form for n Registration Certificate. The format 
shall be properly filled in for each application in Form 40. The detailed inforiiiation, 
secret in nature, may be furnished on a Computer Floppy. 


Particulars of the manufacturer and manufacturing premises 

1.1 Name and address of the manufacturing premises (telephone No, Fax No.E-mail 
address) to be registered. 

1.2. Name(s) and address(es) of the Proprieloi /Partners/Directors. 

1.3. Name and address of the authorised Agent in India, responsible for the business of the 
manufacturer, 

1.4 A brief profile of the manufacturer’s business activity, in domestic as well as global 
market, 

1.5 A copy of Plant Master File (duly notarised) 

1.6 A copy of Plant Rcgisli alioii/appioval Ccnificate issued by the Minislry of 
Hcaltli/Nalional Regulatory Authority of the foreign country concenied(duly notarised) 

1.7. A brief profile of the manufacturer’s research activity. 
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2. Farliculars of llic inanuraciurcd drugs to be registered under Registration 

Ccrtificate.- 

2.1 Names of drugs (Bulk/Formulation/Special product) to be registered meant for 
import into and use in India; 

2.2 A copy of the approved list showing tlie bulk drugs/formulations/special 
products mentioned in 2.1 above are permitted for manufacturing/marketing in 
the country of origin, (duly notarised). 

2.3 A copy of Good Manufacturing Practice (GMl’) certificate, as per WHO- GMP 
guidelines, or Certificate of Pharmaceutical Products (CPP), issued by the 
National Regulatory Authority of the foreign country concerned, in relation to 
the bulk drugs or formulations or special products, meant for import into India: 

2.4 The domestic prices of the drugs to be registered in India, in the currency of the 
country of origin: 

2.5 The name(s) of the drug(s) which are original research products of the 
manufacturer, 

3. Undertaking to declare tlial:- 

3.1 We shall comply with all the conditions imposed on the Registration Certificate, 
read with rules 74 and 78 of the Drugs and Cosmetics lules, 1945. 

3.2 Wc declare that we are cariying on the manufacture of the drugs mentioned in 
this Schedule, at the premises specified above, and we shall fiom time to lime 
report any change of premises on which manufacluic will be cairied on and in 
cases where manufacture is cairied on in more than one factory any change in 
the distribution of functions between the factoi ics: 
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3.3 We shall comply with the provisions of Part IX of the Drugs and Cosmetics 
Rules, 1945: 

3.4 Every drug manufactured by us for import under the Registration Certificate into 
India shall be as regard strength, quality and purity conforms with the provisions 
of Chapter III of Drugs and Cosmetics Act, 1940 and Part IV of the Drugs and 
Cosmetics Rules, 1945, and their amendrnents from time to time: 

3.5 We shall from time to time report for any change or manufacturing process, or 
in packaging, or in labeling, or in testing, or in documentation of any of the 
drugs, pertaining to the Registration Certificate, to be granted to us. Where any 
change in respect of any of the drugs under the Registration Certificate has taken 
place, in respect of any of the above matters, we shall inform the same to the 
licensing authority, in writing within 30 days from the date of such changes. In 
such cases, where there will be any major change/modification in manufacturing 
or in processing or in testing, or in documentation, as tlie case may be, at the 
discretion of the licensing authority, we shall obtain necessary approval within 
30 days by submitting a separate application, alongwith the registration fee as 
specified in clause (ii) of sub rule (3) of rule 24-A. 

3.6 We shall from time to time report for any administrative action taken due to 
adverse reaction, viz. market withdrawal regulatory restriction, or cancellation 
of authorisation and/or “ not of standard quality report” of any drug pertaining to 
the Registration Certificate declared by any Regulatory Authority of any country 
where the drug is marketed/sold or distributed. The despatch and marketing of 
the drug in such cases, shall be slopped immediately and the licensing authority 
shall be informed immediately. Further action in respect of stop marketing of 
drug shall be taken as per the directions of the licensing authority. In such 
cases, action cc|uivalcnt to that taken with rcl'cicnce to the conccrncti diug(s) in 
the country of origin or in the country of maikcting will be followed in India 
also, in consultation with the licensing authority. I'he licensing authoiity may 
direct any further modilication to this course of action, including the withdrawal 
of the drug from Indian market within 48 hours time period. 
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3.7, We shall comply with such further requirements, if any, as may be specified, by 
the Government ol India, under the Act and the rules, made thereunder. 


3.8 We shall allow the licensing authority and/or any person authorised by him in 
that behalf to enter and inspect the manufacturing premises and to examine the 
process/procedure and documents in respect of any drug manufactured by us for 
which the application for Registration Certificate has been made: 


3.9 We shall allow the licensing authority or any person authorised by him in that 

behalf to take samples of the drugs concerned for test, analysis or examination, 
if considered necessary by the licensing authority. 


Place: 

Date: 


Signatui c of the mniuifnclurcr 
Scal/Stamp 
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SCHEDULE D(ll) 

(See rule 21 (d) and rule 24 A) 

Inrurmalion required lo be subiniKcd by (lie iiiniiurnclurcr or bis nutlioriscd 
agent with the Application Form for the registration of a bulk 

drug/forniulation/spccial product for its import into India. The format shall 

be properly Tilled in and the detailed information, secret in nature, may be 
furnished on a Computer Floppy. 

1. GENERAL 

1.1 Name of the drug/formulation/special product, a brief description and the 
therapeutic class to which it belongs. 

1.2 Regulatory status of the drug. Free Sale Certificate and/or Certificate of 
Pharmaceutical Products (CPP) issued by the Regulatory Authority of the 
country of origin. Free sale approval issued by the Regulatory Authorities 
of other major countries, 

1.3 Drugs Master File (DMF) for the drug to be registered (duly notarised), 

1.4 GMl’ Certificate in WHO formats or Ceililicate of Pharmaceutical 
Products (CPP) issued by National Regulatory Authority of the country of 
origin (duly notarised). 

1.5 List of countries where marketing authorisation or import permission for 
the said drug is granted with dale (respective authorisation shall be 
enclosed), 

1 6 List of countries where marketing authorisation or import permission for 
the said drug is cancelled/withdrawn with date. 

1.7 List of countries where marketing authorisation or import permission for 
the said drug is pending since (date). 

1.8 Domestic price of the drug in the currency followed in the country of 
origin. 

1.9 List of countries where the said drug is patented 


264V 01/2001—K) 
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2. CHEMICAL AND PHARMACEUTICAL INFOIUVIATION OF DRUGS. 

2.1 Chemical name 

Code name or number, if any 
Non*propriclory or generic name, if any 
Structure 

Physico-chemical properties 

2.2 Dosage form and its composition, 

Qualitative and Qualitative composition in terms of the active substance(s) 
and excipient(s) 

List of active substance(s) separately from the constituent(s) of excipients. 

2.3 Specifications of active and inactive ingredient(s) including pharmacopeal 
references, 

2.4 Source of active ingiedient(s), name and address. 

2.5 Tests for identification of the active ingredient(s), 

Method of its assays and tests for impurity profile with reference standards 
for the impurities (Protocol to be submitted alongwith reference standards 
for the impurities/relative substances). 

2.6 Outline method and flow chart of manufacture of the bulk drug or finished 
formulation or special product. 

2.7 Detailed test protocol for the drug with pharmacopeal reference or in 
house specification as approved by the registration authority, in the 
country of origin. 

2.8 Stability data including accelerated stability and real time stability 
analysis. 

2.9 Documentation on pack size. 

2 10 Numerical expression on CAN bar code on the labels and cartons. 
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2.11 Safety documents on containers and closer. 

2.12 Documentation on storage conditions. 

2.13 Three samples of medicinal product/drug and outer packaging are to be 
submitted with batch certificates. Additional samples as well as reference 
substances with batch certificates including date of manufacture, shelf life, 
storage conditions of reference substance may be required both during 
registration procedure and during validity of registration decision. 

2.14 Batch test rcports/ceilificate of five consecutive production batches in 
details of the medicinal product are to be submitted for every site of 
manufacturing premises, 

2.15 Manner of labelling as per rule 96 of the Drugs and Cosmetics Rules. 
1945. 

2.16 Package insert. 

2.17 Details of safety handling procedure of the diug, 

2.18 Details of PMS study report for marketing period not exceeding five years. 
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3 BIOLOGICAL AND BIOPlIAimACEUTlCAL INFOIINIATION OF 
DRUGS. 

3.1 Biological control tests applied on the starting material, if applicable. 

3.2 Biological control tests applied on the inlcmiediale pioducts, if applicable. 

3.3 Biological control tests applied on the finished medical products, if 
applicable. 

3.4 Stability of the finished products in terms of biological potency of the 
drug, if applicable. 

3.5 Sterility tests, if applicable, specification and protocol therein. 

3.6 Pyrogen tests, if applicable specification and protocol therein. 

3.7 Acute and sub-acute toxicity tests, if applicable specification and protocol 
therein, 

3.8 Bio-availability studies and bio-equivaicnee data, if applicable. 

3.9 Data relating to the environnicntal risk nssessment for r-UNA products. 

3.10 Other information relevant under the section. 

4. PlIAIUVIACOLOGICAL AND TOXICOLOGICAL INFORMATION OF 
DRUGS 

Executive summary of the product is to be submitted mentioning the specific and 
general pharmacological actions of the drug and pharmacokinetic studies on 
absorption, metabolism, distribution and excretion, A separate note is to be given 
on acute and sub-acute toxicity studies and long term toxicity studies. Specific 
studies on reproductive toxicity, local toxicity and carcinogenic activity of the 
drug is to be elaborated, as far as jiossiblc. 
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5. CLIISICAL DOCUMENTATION 

A new drug as defined under rule 122-E of die Drugs and Cosniclics Rules, 1945 
is required to be permitted separately by the licensing authority under rule 122-A 
of the said rules prior to its registration, Such a new drug requires a brief 
summary on clinical documentation, alongwith permission under 122-A of the 
said rules for its Registration Certificate. 

6. LABELLING AND PACKAGING INFORMATION OF DRUGS. 

6.1 Lables should conform as per the specifications under the Drugs and 
Cosmetics Rules, 1945, 

6.2 Package insert should be in English and shall indicate the following 
therapeutic indications;- 

Posology and method of administraliun. 

Contra-indications, 

Special warnings and special precautions for use, if any. 

Interaction with other medicaments and other forms of iiitcration. 
Pregnancy and lactation, if contra-indicated. 

Effects of ability to drive and use machines, if contra-indicated. 
Undesirable effects/side effects. 

Antidote for overdosing. 

6.3 Package insert should indicate the following pharmaceutical information;- 
List of excipients. 

Incompatibilities, 

Shelf life in the medical product as packaged for sale. 

Shelf life after dilution or reconstitution according to direction. 
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Shelf life after first opening ihe container. 

Special precautions for storage. 

Nature and specification of the container. 

Instructions for use/handling. 

7. SPECIFIC INFORMATION REQUIRED FOR THE SPECIAL 
PRODUCTS (to be supplied, separately in aiinexures, as ‘A’, ‘ B’ and ‘C’.) 

The information submitted above is true to the best of my knowledge and belief. 


Place; 

Date. 

Signature of the manufacturer 
Scal/Slamp 

NB; 1. Any change in the process of manufacture, method of testing, labeling, 
packaging, designing of the sale pack, medical literature and documentation is to 
be intimated to the licensing authority forthwith and permission to be obtained 
from him within 30 days time period. 

2. Information relating to Serial No. 4 and Serial No.5 are not applicable for 
drugs figuring in Indian Pharmacopeia and also for the drugs figuring in United 
States of Pharmacopea, European Pharmacopea, and British Pharmacopea 
provided such diugs have aheady been uppiovcd for nuuketing in India for the 
applicant under rules 122 A, 122B, I22C or 122D of the Drugs and Cosmetics 
Rules, 1945. 
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ANNEXURE-A 
(See Schedule D-II, item No.7) 

INFORMATION TO BE SUBMITTED IN SCHEDULE D-U 

SPECIFIC INFOIUMATION REQUIRED FOR THE BLOOD PRODUCTS. 

A product dossier showing the:- 

1. Details of source Plasma, its viral screening, storage and transport from 
Collection Centres to Fractionation Centre. Regulatory status of 
Collection Centres. 

2. Details of Fractionation Centre, Regulatory Status, Method of 
Fractionation and Control Processes. 

3. Details of viral inactivation process for enveloped and non-enveloped 
virus(es) and viral validation studies to assess the viral load of the product. 
Testing of viral screening at any stage is to be high lighted with the details 
of the kits used with their respective sensitivity and specificity. 

4. Bulk filtration prior to pharmaceutical packing giving the full details of 
Micro-filtration or nanofiltration followed. 

5. Complete details of pharmaceutical processing and unitization. 

6. Test protocol of the product showing the specifications and pharmacopeal 
method followed for various testing parameters. 

Specific batch test report for at least 3 batches showing the specifications 
of each testing parameter. 

7. Pack size and labelling. 

8. Product Insert. 

9. Specimen Batch Release Certificate issued by the National Regulatory 

Authority of the country of origin, 
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Specific processings like safe handling, material control, area control, 
pasteurization, stability studies, storage at quarantine stage and finished 
stage and packaging should be highlighted in the product dossier. 


The information submitted above is true to the best of my knowledge and belief 


Place; 

Date; 


Signature of the manufacturer 
Seal/Stamp 


NB; 1. Any change in the process of manufacture, method of testing, labelling, 
packaging, designing of the sale pack, medical literature and documentation is to 
be intimated to llie licensing authoiily foitluvilh and peiinission to be obtained 
from him within 30 days time period. 
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ANNEXURE-B 
(See Schedule D-II, iem No.7) 

INFORMATION TO BE SUBMITTED IN SCHEDULE D-Il 
SPECIFIC INFORMATION REQUIRED FOR THE DIAGNOSTIC KITS. 

A product dossier showing tlic:- 

1. The details of source antigen or antibody as the case may be and 
characterisation of the same. Process control of coating of antigen or 
antibody on the base material like Nitrocellulose paper, strips or cards or 
ELISA wells etc, 

Details composition of the kit and manufacturing flow chart process of the 
kit showing the specific flow diagram of individual components or source 
of the individual components. 

2. Test protocol of the kit showing the specifications and method of testing. 

Inhouse evaluation report of sensitivity, specificity and stability studies 
carried out hy the manufacturer. 

3. The report of evaluation in details conducted by the National Control 
Authority of country of origin. 

Specimen batch test report for atleast consecutive 3 batches showing 
specification of each testing parameter. 

4. The detailed test report of all the components used/packed in the finished 
kit. 
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5, Pack size and 1 abel I i ng, 

6. Product insert. 

Specific evaluation report, if done by any laboratoi'y in India showing the 
sensitivity and specificity of the kit. 

Specitic processing like safe handling, material control, area control, 
process control, stability studies, storage at quarantine stage and finished 
stage, packaging should be highlighted in the product dossier. 

The information submitted above is true to the best of my knowledge and belief. 


Place: 

Date; 

Signature of the manufacturer 
Seal/Stamp 

NB; 1, Any change in the process of manufacture, method of testing, labelling, 
packaging, designing of the sale pack, medical literature and documentation is to 
be intimated to the licensing authority forthwith and permission to be obtained 
from him within 30 days time period. 
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ANNEXURE-C 
(See Schedule D-JI, item No.7) 

mmRMATLON TO PE SUBMITTED IN SCHEDULE D-U 
SPECIFIC INFORMATION REQUIRED FOR VACCINES 

A product dossier showing the:- 

1. History, source, date of receipt, storage, identity and characterization of 
seed strain. 

2. Details flow chart of manufacturing process showing all the details of 
inprocess control on toxicity, potency study and stability data of the final 
bulk and the final finished product including the storage temperature. 

3. Complete details of chemical and pharmaceutical data for the product. 

Composition and dosage form - method of manufacture with detailed flow 
chart* control of starting material- control tests on intermediate and 
finished products- certificate of analysis of finished products- validation of 
critical manufacturing steps. 

4. Test protocol of the vaccines showing the specification and method of 
testing including pharmacopeal specification. 

5. Specimen batch test report for at least consecutive tliree batches showing 
the specification of each testing parameter, 

6. The detailed test reports of all the components used/paeked in the finished 
vaccine, 

7. Pack-size and labelling. 


264'J Giy2»()l—12 
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8. Product insert. 

9. Specimen batch release certificates issued by the National Regulatory 
Authority of the country of origin, 

10. Summary of pre^clinical &nd clinical data including: 

(a) Prescribing information. 

(b) Pharmacological and toxicological data pertaining to tests on animals 
Characterisation of immuno response and safety study in human use, 
in specific conditions. 

Specific information on source of seed strain, its characterisation, 
inactivation etc and proccsBlngs like safe handling, material control, area 
control, process control, stability studies, storage at quaiantine stage and 
finished stage, packaging should be highlighted in the product dossier. 

Specimen production and quality control protocols for atleast three 
consecutive lots showing the specifications for each quality control 
parameter including pliarmacopeal requirement shall be submitted for 
study. 

The information submitted above iS true to the best of my knowledge and belief 
Place: 

Date: 

Signature of the manufacturer 
Seal/Stamp 

1- Any change in the process of manufacture, method of testing, labelling, 
packaging, designing (jf the sale pack, medical lilcialuic aiul documentation is to 
be intimated to the licensing authority forthwith and permission to be obtained 
from him within 30 days lime period. 




[MFTII—taro 3(i)] 


■HTOT ■apl 'WR 


85 


Footnote; 


2. Ail va^jcines shall be new drugs unless certified otherwise by the licensing 
authority approved under rule 21 of the Drugs and Cosmetics Rule, 1945, A copy 
of approval of the vaccine issued by the said licensing authority is to be enclosed, 
prior to issue of Registration Certificate of the said vaccines 

[F. No. X-11014/8/2000-DMS &PFA] 
DEEPAK GUPTA Jt. Secy. 


The Principal rules were published in the Official Gazette vide Notification No. F. 28-10/45-H(I) dated 
2 Isl December, 1945 and last amended vide GSRNo. 242(E) dated 3-4-2001. 
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